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HEALTH SERVICES AND DEVELOPMENT AGENCY MEETING

NAME OF PROJECT:

PROJECT NUMBER:

ADDRESS:

LEGAL OWNER:

OPERATING ENTITY:

CONTACT PERSON:

DATE FILED:

PROJECT COST:

FINANCING:

PURPOSE FOR FILING:

DESCRIPTION:

Morristown - Hamblen Hospital, a 167 licensed bed acute care hospital owned by

DECEMBER 17, 2014
APPLICATION SUMMARY

Morristown - Hamblen Hospital
CN1410-043

908 West Fourth North Street
Morristown (Hamblen County), TN 37814

Morristown - Hamblen Hospital Association
908 West Fourth Street

Morristown, TN 37814

Not Applicable

Mike Richardson
(865) 531-5123

October 13, 2014
$328,900.00

Cash Reserves

Initiation of mobile Extra-Corporeal Shockwave

Lithotripsy 2 days per week

Covenant Health, a non-profit corporation based in Knoxville, Tennessee that
operates hospitals, outpatient diagnostic, cancer centers and other health care

facilities, is seeking approval under CONSENT CALENDAR REVIEW to initiate
a mobile Extra-Corporeal Shockwave Lithotripsy (ESWL or Lithotripsy) service 2
days per week using existing operating room resources on its main campus. The
project involves the lease of an existing mobile ESWL unit being used by nearby

Lakeway Regional Hospital in Morristown, approximately 1 mile from the
applicant’s facility. The project does not involve any renovation or new

construction.
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SPECTFIC CRITERIA AND STANDARDS REVIEW:
EXTRA-CORPOREAL SHOOCKWAVE LITHOTRIPSY

1. Determination of Need: The need for ESWL services is determined by
applying the following formula:

N=(UxP)+0

N = number of ESWL services procedures needed in a Service
Area;

U = latest available Tennessee use rate (number of procedures
performed per 1,000 population in the state as determined by
the Tennessee Department of Health);

P = projection of population (in thousands) in the service
area as determined by the Tennessee Department of Health
for Tennessee counties and the United States Census Bureau for
non-Tennessee counties; and

0 = the number of out-of-state resident procedures performed
within the applicant's Service Area in the same time frame used
to determine U based.upon publically reported data. The
applicant should document the methodology used to count
volume in out-of-state resident procedures and, if different from
the definition of "procedure" described in these standards and
criteria, should distinguish out-of-state procedures from in-state
cases.

The need shall be based upon the Service Area's current year's
population projected three years forward.

Using estimates of need for ESWL services published by Health
Statistics, TDH, the applicant identified the use rate, population and
estimated need for the primary service area (PSA), including Hamblen,
Grainger, Claiborne, Jefferson and Cocke Counties. The need in the PSA
is estimated at 298 lithotripsy procedures in calendar year (CY) 2017.

The applicant meets this criterion.

2. Minimum Volume Standard: Applicants proposing to acquire and
operate an ESWL services unit must project a minimum utilization of at
least 250 procedures per year by the third year of operation, based on
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full-time use of an ESWL unit. The applicant must also document and
provide data supporting the methodology used to project the patient
utilization. An application to provide ESWL services on a part-time
basis shall convert its projected use to that of a full-time equivalent ESWL
unit.

The applicant estimates 52 total procedures in Year 1, 78 in Year 2
and 104 in Year 3 for its proposed 2 day per week mobile service.

When pro-rated for the unit’s part time use as described on pages 21
and 22 of the application, the target minimum volume standard for
the 2 day per week mobile service is approximately 1.37 procedures
per week. The applicant expects to average 1 procedure per week in
Year 1, 1.5 procedures per week in Year 2 and 2 procedures per week
in Year 3.

The projected utilization of the mobile service meets this criterion.

3. Current Service Area Utilization: The applicant should document that
all existing providers of ESWL services within the proposed Service
Area each performed at least 300 ESWL procedures per year during
the most recent 12 month period for which data are available. The
utilization by ESWL units that operate on a part-time basis shall be
converted to that of a full-time equivalent ESWL unit. To characterize
existing providers located within Tennessee, the applicant should use
data provided by the Health Services and Development Agency. To
characterize providers located outside of Tennessee, the applicant
should use publicly available data, if available, and describe in its
application the methodology these providers use to count volume.

In addition, the applicant should provide the HSDA with a report of
patient destination for ESWL services based on the most recent 12
months of publicly reported data. This report should list all facilities that
provided ESWL services to residents of the proposed Service Area and
the number of ESWL procedures performed on residents of the
Service Area for each facility. The Tennessee Department of Health
will assist applicants in generating this report utilizing the HDDS.

Using data from the HSDA Equipment Registry, the applicant
identified Lakeway Regional Hospital (LRH) in Morristown as
the only existing lithotripsy service provider that has been in
operation in its 5-county primary service area since 1997
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(CN9705-039A). LRH’s mobile lithotripsy service has been
significantly declining over the most recent 4 years, from 118
procedures in CY2010 to only 6 procedures in CY2013.

Using HSDA Equipment Registry data pertaining to patient
destinations for ESWL services, residents of the applicant’s
proposed 5-county PSA had approximately 293 lithotripsy
procedures in CY2013. Of this amount, 282 procedures or
96.2% were performed at provider sites in Knox County.

The applicant does not meet this criterion. The existing hospital
ESWL provider’s utilization is below the ESWL utilization
standard.

4. Adverse Impact on Existing Providers: An application for ESWL
services should not be approved if the new program will cause the
annual caseload of existing ESWL programs within the Service Area
to drop below an average of 300 procedures. The utilization by ESWL
units that operate on a part-time basis shall be converted to that of a
full-time equivalent ESWL unit. The patient origin study conducted for
Standard 2, an analysis of patient origin data collected for Standard 3,
and the referral data documented for Standard 3 should be used to
determine whether such an adverse impact on existing providers is
likely to occur.

The applicant provided a copy of a 7/22/14 letter from the
Chief Executive Officer of Lakeway Hospital who
acknowledged the CON proposal. The CEO stated that the
hospital would not oppose this application.

The applicant meets this criterion. Given Lakeway Regional
Hospital utilization of 6 procedures in CY2013, the project
cannot drop its utilization below 300 procedures per year.

5. Adequate Staffing and Services: The applicant should document a
plan for recruiting and maintaining a sufficient number of qualified
professional and technical staff to provide the ESWL services and must
document the following:

a. The existence of an active radiology service and an established
referral urological practice;
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b. The availability within 90 minutes' drive time of acute inpatient
services for patients who experience complications; and
c. The fact that all individuals using the equipment meet the
training and credentialing requirements of the American
College of Surgeons' Advisory Council for Urology.

The applicant should also document an ongoing educational plan for
all staff included in the ESWL services program.

The applicant documented the qualifications of its physician medical
staff participating in the service, its plans to meet and exceed the
requirements of the American College of Surgeons’ Advisory
Council for Urology and the training requirements provided by the
ESWL unit equipment vendor (Medispec, LTD).

The applicant will meet this criterion.

6. ESWL Equipment: Only applications that provide for the provision of
ESWL services using equipment that has been approved by the United
States Food and Drug Administration for clinical use shall be

approvable.

The proposed mobile unit is an Econolith E3000 mobile unit that
received FDA approval on May 4, 2004. The applicant’s proposed
mobile unit was manufactured in November 2011 and has a useful
life of approximately 10 years. Documentation of FDA approval is
provided in the application. A detailed description of the unit is
provided in Item 7 of the 10/24/14 supplemental response.

The applicant meets this criterion.

7. Quality Control and Monitoring: The applicant should identify and
document its intention to participate in a data reporting, quality
improvement, outcome monitoring, and peer review system that
benchmarks outcomes based on national norms. The system should
provide for peer review among professionals practicing in facilities
and programs other than the applicant.

The applicant’s plans to develop, implement and maintain clinical
policies and procedures for the proposed hospital service line were
addressed on page 25 of the application. The policies and procedures
will be developed to incorporate TDH licensing and Joint
Commission Accreditation requirements.
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It appears that the applicant will meet this criterion.

Data Requirements: Applicants should agree to provide the
Department of Health and/or the HSDA with all reasonably requested
information and statistical data related to the operation and provision of
services and to report that data in the time and format requested. As a
standard of practice, existing data reporting streams will be relied
upon and adapted over time to collect all needed information.

The applicant and affiliated hospitals of its parent company are in
compliance with HSDA  Equipment Registry reporting
requirements. Additionally, the applicant hospital has submitted
most recent Joint Annual Report as required by TDH. The
applicant states that it will provide accurate and timely statistics
regarding the proposed ESWL service and other data as required.

The applicant will meet this criterion.

Transfer and/or Affiliation Agreements: If an applicant is not a
designated Level 1 trauma center, an applicant must document an
acceptable plan for the development of transfer and/or affiliation
agreements with hospitals in the service area (this criterion does not
preclude the development of transfer agreements with facilities outside
the applicant's Service Area).

The applicant is a community hospital with a 24/7 emergency
department that had 36,831 total ED wvisits as reported in the 2013
JAR. The hospital has an existing transfer agreement with UT
Medical Center in Knoxville, the closest Level 1 Trauma Center
hospital located approximately 52 miles from Morristown. Per the
clarification provided on page 14 of the 10/24/14 supplemental
response, the transfer agreement will apply to patients of the
hospital’s proposed mobile ESWL service.

The applicant meets this criterion.

Access: In addition to the factors set forth in HSDA Rule 0720-11-.01 (1)
(listing the factors concerning need on which an application may be
evaluated), the HSDA may choose to give special consideration to an
applicant:
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a. That is offering the service in a medically underserved
area as designated by the United States Health Resources
and Services Administration;

All or portions of the 5-county service area are designated
medically underserved areas (as clarified in the 10/24/14
supplemental response).

b. That documents that the service area population
experiences a prevalence and/or incidence of urinary
stones or other clinical conditions applicable to extra-
corporeal shock wave lithotripsy services that is
substantially higher than the State of Tennessee average; or

The table on page 15 of the 10/24/14 supplemental response
identifies the ESWL use rate for residents of the PSA. Except
for Claiborne County, the applicant’s service area had a
higher ESWL use rate than the statewide average rate in
2013. Additional information was provided by the hospital
pertaining to kidney stone cases referred by its medical staff
or triaged through the hospital ED.

c. That is a "safety net hospital" as defined by the Bureau of
TennCare Essential Access Hospital payment program.

Not applicable.
It appears that the applicant meets 2 of 3 of the criteria for this section.

Staff Summary
The following information is a summary of the original application and all
supplemental responses. Any staff comments or notes, if applicable, will be in
bold italics.

Morristown - Hamblen Hospital (MHA), a 167 licensed bed hospital at 908 West
Fourth North Street in Morristown, Tennessee, is seeking CONSENT
CALENDAR approval to initiate a mobile Extra-Corporeal Shockwave
Lithotripsy (ESWL or lithotripsy) service on its campus 2 days per week. If
approved, the service will operate out of existing operating room suites of the
hospital. No renovation or new construction costs will be necessary. The hours
and days of operation will be Tuesdays, Noon - 5:00 PM and Fridays, Noon -
5:00 PM. The applicant plans to initiate the proposed mobile ESWL service on or
before February 15, 2015.
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The applicant plans to lease an existing Econolith E3000 lithotripsy unit owned
by Medispec, Inc. that is being used occasionally by nearby Lakeway Regional
Hospital in Morristown (approximately 1 mile from the applicant) as approved
in CN9705-039A. The utilization of Lakeway’s leased mobile unit is low and has
been declining for the most recent 4 years, from 118 procedures in CY2010 to 6
procedures in CY2013. Due to the proximity between Lakeway and the applicant,
an arrangement between the equipment vendor and the 2 hospitals has been
discussed that would accommodate the unit’s operation at both hospitals on
different days of the week. A letter from the CEO of Lakeway Regional Hospital
was provided with the application stating that the hospital would not oppose the
project.

Morristown Hamblen Hospital’s total licensed bed complement consists of 167
licensed hospital beds as follows: 55 medical, 20 surgical, 42 obstetrical, 20
ICU/CCU, 6 neonatal, 12 Pediatric and 12 geriatric psychiatric beds. Of the 167
licensed beds, 151 are presently staffed, from 159 staffed beds in CY2013 (Joint
Annual Report). Based on 27,985 total inpatient days, the hospital’s licensed and
staffed hospital bed occupancy was 46% and 48.2%, respectively, during the
period. According to the Department of Health and pertaining to the Joint
Annual Reports, the following defines the two bed categories:

Licensed Beds- The maximum number of beds authorized by the appropriate state
licensing (certifying) agency or regulated by a federal agency. This figure is broken
down into adult and pediatric beds and licensed bassinets (neonatal intensive or
intermediate care bassinets).

Staffed Beds-The total number of adult and pediatric beds set up, staffed and in use at the
end of the reporting period. This number should be less than or equal to the number of
licensed beds.

Ownership

e The applicant is owned by Morristown - Hamblen Hospital Association
and has been a wholly owned subsidiary of Covenant Health since July
2010. The parent company is a Tennessee non-profit corporation formed
in January 1952 whose corporate headquarters is in Knoxville, TN.

e As noted on page 3 of the application, Covenant Health owns and
operates 9 hospitals with facilities located in Anderson, Claiborne,
Cumberland, Hamblen, Knox (2), Loudon, Roane and Sevier Counties.
Covenant also operates outpatient diagnostic, behavioral health and other
health care related ventures in Tennessee.

e Attachment A4 contains an organizational chart and a list of facilities
owned by Covenant Health
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Facility Information

Lakeway Regional Hospital and the applicant will be the only providers
of ESWL services in Hamblen County.

The applicant’s ESWL mobile unit service will be under the clinical
leadership of Dr. Serbin, a board certified urologist.

Dr. Serbin will work closely with other members of MHH’s medical staff,
including the Chief of Staff and Emergency Department’s medical
director. Letters of support for the project from Dr. Serbin and these
individuals are provided in the application.

The service will utilize existing operating room space of the hospital’s
surgery department located on the 2nd floor of the hospital. The
department’s physical plant includes 6 operating rooms, recovery and
isolation areas, a nursing station, sterile storage/processing, patient areas
and staff support areas.

The surgery department is in close proximity to the hospital ED on the
same side of the main hospital building.

Operating Room #5 appears to be the preferred location for the ESWL
mobile unit for reasons explained in Item 5 of the 10/24/14 supplemental
response. The applicant states this area is the most flexible option for
ESWL procedures that does not disrupt other operations of the Surgery
Department.

The applicant states no renovation or new construction will be necessary
to accommodate the mobile unit.

A floor plan drawing of the proposed site is included as Attachment B.IV.

Mobile ESWL Equipment

Proposed Econolith E3000 mobile lithotripsy unit owned by Medispec,
Inc. was manufactured in November 2011 and first used at Lakeway
Regional Hospital in 2012.

As noted in Item 7 of the 10/24/14 supplemental response, Medispec
plans to work with Lakeway to amend their current ESWL agreement in
order to coordinate treatment schedules and share the mobile unit with
the applicant.

The unit has several state of the art technological advantages, including
features that provide enhanced targeting accuracy and power.

The applicant states that the unit has a relatively high “stone free” success
rate averaging 82.9%.

The vendor quote documents a 3-year lease cost of $315,900.00 which is
based on a $1,350 per procedure or “per click” rate. This amount is higher
than the ESWL unit's estimated fair market value of $245,000.00. The
expiration date of the vendor quote is 1/31/2015.
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Project Need

The applicant identified the need for the project using ESWL estimates
developed by TDH for the 5-county service area and HSDA Equipment Registry
data pertaining to ESWL patient volumes by county of residence. In light of this
information, the applicant believes there is a need to improve access to ESWL
services and reduce high outmigration to ESWL providers outside the service
area. The information is illustrated in the table below.

Service Area ESWL Projected Need Compared to Resident Use

.
Resident
Procedures
Estimated at Knox
Need Resident County
2017 (ESWL Procedures Sites
County Population | Procedures) (2013) (2013)
Hamblen 65,181 90 80 | 77
Cocke 38,143 53 | 51| 50
Claiborne 33,110 | 46 34 32
_Grainger 23513 | 32 | 34 32
Jefferson 56,054 77 9| 91
Total 216,001 298 293 282

Sources: Estimate of Need by Couriiy, 8/14 TDH document; ESWL patient origin data, HSDA Equipment
Registry

The following items summarize the need for the project:

e Enhance access of residents in service area to mobile ESWL service
through coordination of patient referrals with physician specialists and
the hospital ED.

¢ Reduce inordinately high levels of resident outmigration to more distant
ESWL providers, primarily hospitals located in Knox County an average
of 110 miles round trip from Morristown.

» Continue commitment to efficient and cost effective full hospital service
lines.

¢ Maximize use of existing, modern ESWL mobile unit that is in operation
but underutilized by residents of the service area .

Applicant’s ESWL Service Area

The primary service area of the applicant’s proposed new lithotripsy service is
Hamblen County while Cocke, Claiborne, Grainger and Jefferson Counties
comprise the secondary service area. Collectively, these counties accounted for
the majority of the hospital’s patient volumes in 2013 (inpatients, outpatients and
emergency department patients). The volumes by patient origin are illustrated in
the tables on pages 29 and 30 of the application.
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e Per the TDH summary report, the total population of the combined 5-
county service area is estimated at 210,314 residents in calendar year 2014
increasing by approximately 2.7% to 216,001 residents in CY 2017.

e The total population of the state of Tennessee is expected to grow 2.77%
from CY2014 to CY2017.

o The total 65+ age population is estimated at 37,994 residents in CY 2014
increasing approximately 6.4% to 40,422 residents in 2017 compared to a
statewide change of 9.16% during this time period.

o The age 65 and older population accounts for approximately 18.1% of the
total service area population compared to 15.8% statewide.

¢ As noted in Item 4 of the 10/24/14 supplemental response, the applicant
estimates that approximately 22.6% of the service area’s residents are
enrolled in TennCare compared to 18.8% statewide.

Historical and Projected Utilization

Morristown - Hamblen Hospital is seeking approval to initiate a new mobile
lithotripsy service 2 days per week on its outpatient campus in a 5-county
primary and secondary service area (PSA/SSA) that has 1 mobile ESWL
provider, Lakeway Regional Hospital (Lakeway) in Morristown. The utilization
of the Lakeway unit is shown in the table provided in Attachment C.1.a.3 of the
application. As noted, the utilization of Lakeway’s mobile ESWL service is
declining. Data available for the most recent 4-year period indicates that
Lakeway performed 118 procedures in CY2010, 18 in CY2011, 42 in CY2012 and 6
procedures in CY2013. Of these, TennCare recipients accounted for an average of
approximately 45% of the total number of annual ESWL procedures during the
period.

Residents of the service area are leaving in large numbers for ESWL providers
elsewhere in Tennessee, primarily Knox County providers. The outmigration to
other providers is shown in the table below.

ESWL Provider Utilization by PSA Residents

2011 2012 | 2013 % Change
1113
Total ESWL 252 268 293 16.3%
Procedures by
Residents of PSA
PSA Resident 234 261 282 20.5%
Procedures at Knox (93%) | (97%) (96%)
County ESWL
Providers (as a % of
total)
Knox County ESWL 1,536 | 1,490 1,592 3.6%
provider procedures
% by PSA Residents 15% 18% 18% NA
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The use rate by service area residents (Lithotripsy procedures per 1,000
population) compared to the statewide resident use rate from 2010 - 2013 is
illustrated in the tables below.

ESWL Use Rates per 1,000 Population in MHHA’s Service Area

County 2011 2012 2013
Cocke 1.38 1.22 1.40
Claiborne 1.34 1.27 1.05
Grainger 1.89 1.44 1.48
Jefferson 1.24 1.57 1.77
Statewide 1.24 1.13 1.17

ESWL Use Rates per 1000 Population, 2011-2103
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- .

- s e e Grainger
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0.20
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2011 2012 2013

Source: HSDA Equipment Registry as of 11/4/14

Based on the tables above, the following highlights are noted:

* On average, approximately 96% of area residents’ total ESWL procedures
were performed at Knox County provider sites from 2011 - 2013.

¢ Knox County ESWL provider dependence on residents of the applicant’s
service area was approximately 16% of Knox County provider volumes
from 2011 to 2013.

¢ The chart and trend line graph reflects that resident ESWL use rates of the
service area, excluding Claiborne County, and the statewide use rate
appear to being trending upward during the period.

e Of the 5 service area counties, all but Claiborne County were higher than
the statewide rate from 2011 - 2013.

MORRISTOWN HAMBLEN HOSPITAL
CN1410-043
December 17, 2014
PAGE 12



13

The applicant projects 52 procedures in Year 1 increasing to 78 procedures in
Year 2. The projected utilization is based on a “recapture rate” of approximately
20% of the resident ESWL procedures performed at providers outside the service
area. As noted in the tables on page 5 of the TDH summary, the applicant’s
projected utilization will exceed the minimum ESWL standards by Year 2 of the
project. Utilization is estimated at approximately 110% of the standard in Year 2
increasing to 146% of the standard in Year 3 of the project.

Project Cost
Major costs are:
¢ Lease of Econolith E3000 lithotripsy unit over 3 years at a per click rate of
$1,350 per procedure. Total payments are estimated at approximately
$315,900 (96% of the total project cost).
e There are no costs for renovation or new construction associated with this
project.
o For other details on Project Cost, see the revised Project Cost Chart on
page 38-R of the original application.

Historical Data Chart

The ESWL service is a new service line for the hospital with no record of fiscal
operations. Highlights of the applicant’s overall financial performance are as
follows:

e According to the revised Historical Data Chart MHH reported the
following net operating income; a loss of $2,977,428.00 in CY2011 after
deductions for depreciation, interest, taxes and management fees. NOI
improved in the following 2 consecutive fiscal years periods to
$3,561,967.00 in CY2013 for a favorable margin of approximately 1.3% of
gross operating revenues.

e In the course of HSDA staff review of the application, there appeared to
be a difference of approximately $9 million in deductions for charity and
bad debt as reported in the Historical Data Chart and Income Statement
compared to what was reported in the applicant’s 2013 Joint Annual
Report. The applicant explained that the reason for the difference is due to
estimated reserves of uncollected revenue in the hospital’s operating
statements. Please see the clarification provided in Item 14 of the
10/24/14 supplemental response.

Projected Data Chart

Total gross operating revenue of the applicant’s new mobile lithotripsy service is
$779,393.00 in on 52 procedures in Year 1 increasing by approximately 50.1% to
$1,169,089.00 on 78 procedures in Year Two. The Projected Data Chart reflects the
following:
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e Net operating income amounts to $50,404.00 in Year 1 and $75,607.00 in
Year 2.

* The operating margin of the new ESWL service amounts to approximately
6.5% of gross revenue in Year 2.

* Net operating revenue drops to approximately 25% of gross operating
revenue, largely due to the high amount estimated for contractual
adjustments from charges. The combined Medicare/ TennCare payor mix
of 78% of gross operating revenue may help explain why contractual
adjustments are higher for this service.

Charges

As clarified in Item 15 of the 10/24/14 supplemental response, the average gross
charge of $14,988.00 per procedure is based on fees for ESWL services at other
Covenant Hospitals with mobile units. A summary of the applicant’s charges for
Year 1 of the project is as follows:

e The proposed average net charge is $3,828.00 per procedure.

The Medicare allowable charge for the most common ESWL procedures at
community hospitals like the applicant range from $2,484/procedure -
$8,334/ procedure.

According to the HSDA Equipment Registry, the applicant’s $14,988.00
gross charge falls between the 2013 ESWL median charge of $12,783.82
and the 34 quartile charge of $17,953.48.

As noted on page 22 of the 10/24/14 supplemental response, the
applicant states that the proposed gross is lower than lithotripsy projects
approved by HSDA in 2013, ranging from a low of $17,842.00 (Physician’s
Regional Medical Center) to a high of approximately $32,456.00 (Lakeway
Regional Hospital).

Payor Mix
* The expected payor mix in Year 1 includes 57% of gross operating revenue
for Medicare and 15% for TennCare.
* The hospital contracts with all TennCare MCOs in the service area: United
Healthcare Community Plan and Blue Care.
* The applicant’s self-pay payor mix is approximately 7% of gross operating
revenue in Year 1.

Financing
e While there is no significant capital outlay or start-up costs for the project,
the parent company will provide funding support from cash reserves if
necessary.
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o A letter dated October 1, 2014 from the CFO of the parent company
confirms that Covenant Health has sufficient cash reserves to fund the
project, as appropriate.

o Review of the hospital’s Balance Sheet for the period ending December 31,
2013 revealed $219,763,000 in total current assets, total current liabilities of
$197,552,000 and a current ratio of 1.11 to 1.0.

o Note to Agency Members: current ratio is a measure of liquidity and is the
ratio of current assets to current liabilities which measures the ability of
an entity to cover its current liabilities with its existing current assets. A
ratio of 1:1 would be required to have the minimum amount of assets
needed to cover current liabilities.

Staffing

o The service will be under the clinical leadership of Philip Serbin, M.D., a
board certified urologist, in collaboration with the Chief of the Medical
Staff and the medical director of the hospital’s emergency department.

o The proposed staffing pattern of the service consists of 4 position
classifications including a surgery Registered Nurse (RN), a post-
operative RN, a surgery technician and administrative staff.

e As clarified in Item 17 of the supplemental response, each of the employee
types involved with the proposed mobile ESWL service will work on a
regular hour basis equivalent to less than 5% of the 2,080 regular hours
typically worked by a full time employee (FTE).

Licensure/Accreditation
e Morristown - Hamblen is accredited by The Joint Commission and

licensed by TDH.

The applicant has submitted the required information on corporate documentation, site
control and a quote for the 3-year lease of the mobile ESWL unit that will be effective on
the date of the Agency hearing of the application. Staff will have a copy of these
documents available for member reference at the meeting. Copies are also available for
review at the Health Services and Development Agency’s office.

Should the Agency vote to approve this project, the CON would expire in three
years.

CERTIFICATE OF NEED INFORMATION FOR THE APPLICANT:

There are no other Letters of Intent, denied or pending applications for this
applicant.
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Outstanding Certificates of Need

Morristown Hamblen Hospital, CN1009-040AE, has an outstanding Certificate
of the Need that will expire on February 1, 2015. The project was approved at the
December 15, 2010 Agency meeting for the acquisition of a combination fixed
positron emission tomography/computed tomography scanner (PET/CT ) to
replace its existing 3 day per week mobile PET/CT unit with an original
expiration date of February 1, 2014. Two extensions of the project expiration date
have been approved. The first was granted to extend the expiration date to
August 1, 2014. The second was approved at the May 28, 2014 Agency meeting
extending the project expiration date to February 1, 2015. The extensions were
necessary due to structural issues (weight bearing) with the original location
which was subsequently changed to another area of the hospital. The estimated
project cost is $4,695,707.00. Project Status Update: the applicant reported on 10/24/14
that the project is nearing completion by the expiration date of 2/1/2015. The applicant
has complied with HSDA reporting requirements. An annual project report was
submitted in July 2014.

CERTIFICATE OF NEED INFORMATION FOR OTHER SERVICE AREA
FACILITIES:

There are no other Letters of Intent, pending or denied applications, or
outstanding Certificates of Need for other health care organizations proposing
this type of service.

PLEASE REFER TO THE REPORT BY THE DEPARTMENT OF HEALTH,
DIVISION OF HEALTH STATISTICS, FOR A DETAILED ANALYSIS OF
THE STATUTORY CRITERIA OF NEED, ECONOMIC FEASIBILITY, AND
CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTH CARE
IN THE AREA FOR THIS PROJECT. THAT REPORT IS ATTACHED TO
THIS SUMMARY IMMEDIATELY FOLLOWING THE COLOR DIVIDER
PAGE.

PIG
(11/21/14)

MORRISTOWN HAMBLEN HOSPITAL
CN1410-043
December 17, 2014
PAGE 16
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State of Tennessee o)

Health Services and Development Agency £

Andrew Jackson Building, 9" Floor : =

502 Deaderick Street

Nashville, TN 37243

www.tn.gov/hsda Phone: 615-741-2364 Fax: 615-741-9884

LETTER OF INTENT
The Publication of Intent is to be published in the Citizen Tribune which is a newspaper

{Name of Newspaper)

of general circulation in _Hamblen County , Tennessee, on or before _October 10, 2014 , for one day.
(County) {(Month /day) (Year)

opm

[T ===

This is to provide official notice to the Health Services and Development Agency and all interested parties, in
accordance with T.C.A. § 68-11-1601 et seq., and the Rules of the Health Services and Development Agency,

. that;
an Acute Care Hospital

Morristown-Hamblen Hospital ,
{Name of Applicant) (Facllily Type-Existing)

owned by: Morristown-Hamblen Hospital Assoclation with an ownership type of Not-for-Profit Corporation
and to be managed by: (Not Applicable) intends to file an application for a Certificate of Need for: __

the initiation of Mobile Extra-Corporeal Shock Wave Lithotripsy Services using vendor-owned. mobile

lithotripsy medical equipment for two (2) days per week on the hospital campus at 908 West Fourth

North Street in Morristown, Tennessee. The total estimated profect cost is $ 328,900,

The anticipated date of filing the application is: October 14, 2014.
The contact person for this project Is Mike Richardson, Vice President, Strategic Planning & Development

(Contact Name) (Tille)
who may be reached at; Covenant Health, 280 Fort Sanders West Boulevard, . Building 4, _Suite 218
(Company Neame) (Address)
Knoxville, 2 Tennessee 37922 865/ 531-5123
(Cily) %A (State) (Zip Cods) (Area Code / Phone Number)
M /0' 8-/ mdr@covhith.com
(Sfgnature) . (Dale) . (E-mail Address)

The Letter of Intent must be filed in triplicate and recéived between the first and the tenth day of the month. If the
last day for filing Is a Saturday, Sunday or State Holiday, filing must occur on the preceding business .day, File
this form at the following address:
Health Services and Development Agency
Andrew Jackson Bullding, 9" Floor
502 Deaderick Street
Nashville, Tennessee 37243

o =k

The published Letter of Intent must contain the following statement pursuant to T.C.A. § 68-11-1607(c)(1). (A) Any health
care institution wishing to oppose a Certificate of Need application must file a written notice with the Health Services and
Development Agency no later than fifteen (15) days before the regularly scheduled Health Services and Development
Agency meeting at which the application is originally scheduled; and (B) Any other person wishing to oppose the
application must file written objection with the Health Services and Development Agency al or prior to the consideralion of

the application by the Agency.

1t et 1t ey g e it

HF51 (Revlsed 04/08/2013 - all forms prlor lo this date are obsolete)
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1. Name of Facility, Agency, or Instifution Ly
[
Morristown-Hamblen Hospital
Name
908 West Fourth North Street Hamblen
Street or Route County
Morristown Tennessee 37814
City State Zip Code
2. Contact Person Available for Responses to Questions
Mike Richardson Vice President, Strategic Planning and Development
Name Title /
Covenant Health mdr@covhith.com
Company Name E-mail Address
280 Fort Sanders West Blvd., Building 4, Suite 218 Knoxville TN 37922
Street or Route City State Zip Code
Employee of Parent Company (865) 531-5123 (865) 531-5729
Association with Owner Phone Number Fax Number
3.  Owner of the Facility, Agency or Institution
Morristown-Hamblen Hospital Association (423) 492-5000
Name Phone Number
908 West Fourth North Street Hamblen
Street or Route County
Morristown Tennessee 37814
City State Zip Code

See Attachment A.3. — Corporate Charter & Certificate of Corporate Existence

4. Type of Ownership of Control (Check One)

A. Sole Proprietorship F.  Government (State of TN or
B. Partnership ‘ G Political Subdivision)

C. Limited Partnership . Joint Venture

D. Corporation (For Profit ——~—— | Limited Liability Company

E. Corporation (Not-for-Profit) X " Other (Specify)

See Attachment A.4. — Organizational Chart

2
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Morristown-Hamblen Hospital (“MHH”) is a 167-bed not-for-profit community hospital
located in Morristown, Tennessee. Effective July 1, 2010, MHH became part of the
Covenant Health organization. Covenant Health is a Tennessee non-profit corporation,
qualified under 501(c)(3) of the Internal Revenue Code, with its principal offices in
Knoxville, Tennessee. Covenant Health is the parent corporation for a healthcare system
that operates hospitals, cancer centers, and other health care facilities, and engages in

many other health care related activities.

Covenant Health has one consolidated Board of Directors that governs operations, which
includes representation from across the communities served by its entities. Covenant
Health includes hospitals, behavioral health facilities, cancer treatment centers, various
outpatient diagnostic and treatment centers, and several other healthcare related
ventures. Covenant Health is the sole member of its non-profit subsidiaries and is the
sole shareholder of its for-profit subsidiaries.

The following chart summarizes the hospital facilities currently operated by Covenant
Health (licensure/certification for each hospital is current).

Fort Sanders Regional Medical Center 1901CIinch Avenue o | 541 _ _(1)
Knoxville, Tennessee 37916

Parkwest Medical Center 9352 Park West Bivd. 307
Knoxville, Tennessee 37923

Methodist Medical Center of Oak Ridge 990 Oak Ridge Turnpike 301
Oak Ridge, Tennessee 37830

LeConte Medical Center 742 Middle Creek Road 79 (2)

(replacement for Fort Sanders Sevier Medical Center) Sevierville, Tennessee 37862 .

Fort Loudoun Medical Center 550 Fort Loudoun Medical Center Drive 50
Lenoir City, Tennessee 37772

Roane Medical Center 8045 Roane Medical Center Drive 54 (3)
Harriman, Tennessee 37748 _

Morristown-Hamblen Hospital 908 West Fourth North Street 167
Morristown, Tennessee 37814

Cumberland Medical Center 421 South Main Street 189
Crossville, Tennessee 38555

Claiborne Medical Center 1850 Old Knoxville Road 85 (4)
Tazewell, Tennessee 37879

Peninsula Hospital 2347 Jones Bend Road 165

(a division/satellite of Parkwest Medical Center) Louisville, Tennessee 37777

(1) License includes 517 hospital beds and 24 skilled nursing beds.

(2) Also licensed and operates 54 intermediate and skilled nursing beds.

(3) Roane Medical Center once operated 105 licensed beds, including 10 swing beds; however, the
replacement hospital facility has 54 licensed beds, including 10 swing beds.

(4) The nursing home adjacent to the hospital is licensed for 100 beds.
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5. Name of Management/Operating Entity (If Applicable)

Not applicable.

Name
Street or Route County
City State Zip Code

PUT ALL ATTACHMENTS AT THE END OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS.

A.
B.
C.

Ownership
Option to Purchase
Lease of Years

R

Legal Interest in the Site of the Institution (Check One)

D. Option to Lease
E. Other (Specify)

See Attachment A.6. = Deed

7. - Type of Institution (Check as appropriate-more than one response may apply)

A. Hospital (Specify) Acute Care X I.  Nursing Home

B.  Ambulatory Surgical Treatment J. Outpatient Diagnostic Center
Center (ASTC), Multi-Specialty K. Recuperation Center

C. ASTC, Single Specialty L. Rehabilitation Facility

D. Home Health Agency M. Residential Hospice

E. Hospice N. Non-Residential Methadone

F.  Mental Health Hospital Facility

G. Mental Health Residential O. Birthing Center
Treatment Facility P. Other Outpatient Facility

H. Mental Retardation Institutional (Specify) '
Habilitation Facility (ICF/MR) Q. Other (Specify)

8. Purpose of Review (Check) as appropriate—-more than one response may apply)
A. New Institution G. Change in Bed Complement
B. Replacement/Existing Facility [Please note the type of change by
C. Modification/Existing Facility underlining the appropriate
D. Initiation of Health Care response: Increase, Decrease,

e : . . Designation, Distribution,
Service as defined in TCA § X Conversion, Relocation]
(688-1 1 f-y1) 6%7£4) = - H. Change of Location
eclty). Extra-Corporea [o]o . —
Wave | Kiotrigy Servicss - Other (Specify)
F. Discontinuance of OB Services

Acquisition of Equipment
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9.

Bed Complement Data
Please indicate current and proposed distribution and certlflcatlon ”bf facility beds.

Current Beds Staffed Beds

TOTAL
Beds at

Licensed *CON Beds Proposed Completion

Medical 55 48
Surgical ' : 20
"Long-Term Care Hospital - -
Obstetrical/GYN
ICU/CCU
Neonatal (NICU)*
Pediatric
Adult Psychiatric
Geriatric Psychiatric
Child/Adolescent Psychiatric o i
Rehabilitation . . .
Nursing Facility (non-Medicaid Certified) : =
Nursing Facility Level 1 (Medicaid only)
Nursing Facility Level 2 (Medicare only)

Nursing Facility Level 2
(dually certified Medicaid/Medicare)

ICF/MR
Adult Chemical Dependency

Child and Adolescent Chemical
Dependency

IS

o |3 IS
o S |8

~
R

OZErXec—IOMMOUO®m>
—
N
—
R

PO

»

Swing Beds

Mental Health Residential Treatment
U. Residential Hospice '

TOTAL

-

* NICU services currently suspended

55
20

o [3 18

-
N

—
N i
=~

10.

Medicare Provider Number 44-0030
Certification Type Acute Care Hospital

11.

Medicaid Provider Number 044-0030
Certification Type Acute Care Hospital

12.

If this is a new facility, will certification be sought for Medicare and/or Medicaid?

The proposed project will be part of an existing facility.
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13.

Identify all TennnCare Managed Care Organizations/Behavioral Health Organizations
(MCOs/BHOs) operating in the proposed service area. Will this project involve the
treatment of TennCare participants? Yes If the response to this item is yes, please
identify all MCOs/BHOs with which the applicant has contracted or plans to contract.

The proposed project will involve treatment of TennCare participants. Morristown-Hamblen
Hospital has existing contracts with all TennCare MCOs in the area, including:

e United HealthCare Community Plan/TennCare

¢ Blue Care/TennCare

Discuss any out-of-network relationships in place with MCOs/BHOs in the area.

Not applicable.

NOTE: Section B is intended to give the applicant an opportunity to describe the project and

to discuss the need that the applicant sees for the project. Section C addresses how
the project relates to the Certificate of Need criteria of Need, Economic Feasibility,
and the Contribution to the Orderly Development of Health Care. Discussions on
how the application relates to the criteria should not take place in this section
unless otherwise specified.

SECTION B: PROJECT DESCRIPTION

Please answer all questions on 8 1/2" x 11" white paper, clearly typed and spaced, identified
correctly and in the correct sequence. In answering, please type the question and the response.
All exhibits and tables must be attached to the end of the application in correct sequence
identifying the questions(s) to which they refer. If a particular question does not apply to your
project, indicate “Not Applicable (NA)” after that question.

Provide a brief executive summary of the project not to exceed two pages. Topics to be
included in the executive summary are a brief description of proposed services and
equipment, ownership structure, service area, need, existing resources, project cost,
funding, financial feasibility and staffing.

Background: Morristown-Hamblen Hospital
Morristown-Hamblen Hospital (“MHH”) operates a not-for-profit community hospital
that includes 167 licensed acute care hospital beds and offers an extensive array of
needed inpatient, outpatient, and emergency services.

MHH is an important component of the TennCare provider network within the
hospital’s service area. Moreover, as a not-for-profit community hospital, MHH
serves all patients regardless of race, ethnicity, gender, age, or income level. MHH's
long history reflects a proven commitment to ongoing investments in both clinical
talent and medical technology needed to better serve the evolving needs and
expectations of patients and providers within the region. This project is a
continuation of that commitment, as MHH seeks to expand access to mobile
lithotripsy services in the project service area to benefit patients and physicians.

6
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Proposed Service and Equipment
Morristown-Hamblen Hospital (MHH) seeks to initiate Mobile Extra-Corporeal Shock
Wave Lithotripsy Services (i.e. “lithotripsy”) to be operated two days per week on its
main hospital campus to improve access to lithotripsy services within the region.
The project proposes use of an existing vendor-owned mobile lithotripsy system
operating within the region that has significant open capacity available to support
this needed project. The proposed project will help MHH and its growing medical
staff better serve many patients who present with the painful diagnosis of kidney

stones: :

“L ithotripsy is defined as the pulverization of urinary stones by means of a lithotripter.
Extracorporeal lithotripsy is lithotripsy that occurs outside the body. Extracorporeal
shock wave lithotripsy is the non-invasive procedure that uses shock waves to pulverize
urinary stones, which can then be expelled in the urine. An emitter is placed in contact with
the patient relative to where the stone is located and the shock waves are focused on the
stone, which is shattered by the force.”

(Source: State Health Plan, Tennessee — Extra-Corporeal Shock Wave Lithotripsy Services)

The proposed location of the lithotripsy service is well-known, convenient, and
accessible. The MHH campus will provide a “patient-friendly” and “physician-
friendly” environment for lithotripsy procedures within the region. The project
represents an efficient, orderly, and effective way to relieve significant time and travel
burdens for a significant and growing number of patients who seek care, and relief
from acute pain, related to kidney stones. The proposed project provides an
important clinical tool needed by the hospital’s growing medical staff and improves
local access for community physicians and their patients.

Attaihiment Bia: Physician Support Letters

The proposed MHH lithotripsy service will be operated as part of the hospital’s
surgical department — and will be linked closely to operations of both physician
practices in the service area and the hospital’s emergency department. An existing
and appropriately equipped operating/procedure room within the hospital’s surgery
area will be used for the project (Operating Room # 5), so no construction and/or
renovation expenses will be required to complete the project.

Project Service Area
The “primary service area” for this lithotripsy project is Hamblen County from a
traditional planning standpoint. As outlined within the Service Area section of this
application (Section C.3), most of MHH’s inpatients, outpatients, and emergency
department patients reside in Hamblen County. Additionally, MHH and supporting
physicians anticipate serving patients from other nearby counties and rural areas in
the region where some MHH patients have resided historically (i.e. “secondary
service area”). Therefore, the “Project Service Area” from a CON perspective
includes Hamblen, Claiborne, Grainger, Jefferson, and Cocke Counties in East

Tennessee.
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The proposed mobile lithotripsy unit will enhance convenience, access, and
technology for MHH patients living and working within the project service area that is
marked by a growing and aging population — and relatively high levels of TennCare
enroliment and poverty.

Existing Resources

According to the latest available data from the Health Services and Development
Agency’s Medical Equipment Registry, the only other approved provider of lithotripsy
services in the project’s service area is Lakeway Hospital (the for-profit hospital in
Hamblen County operated by CHS). Although Lakeway Hospital has approval to
operate mobile lithotripsy equipment seven days per week, Lakeway only performed
six (6) procedures during the most recent reporting year of the HSDA Equipment
Registry and the Tennessee Hospital Joint Annual Report. Several months prior to
the filing of this CON application, the CHS/Lakeway leadership team provided written
confirmation that they are not opposed to this needed MHH project that will be
developed in an orderly manner.

See Attachment B.L.b:" Letter from CHS/Lakeway Hospital

Need

The proposed project is needed to improve access to lithotripsy services for patients
and physicians within the project service area, reduce unnecessary patient burdens
(i.e. time, suffering, and travel expense) related to lithotripsy case outmigration, and
to help MHH better coordinate needed patient care services locally in an optimal and
orderly manner. The project will improve lithotripsy accessibility, use, and benefit
within the region by initiating lithotripsy services at the well-known MHH campus.

The initiation of mobile lithotripsy services at MHH reflects an economically feasible
approach to expanding access to needed services for the community. The lithotripsy
services of MHH will be open and accessible to all patients and any referring
physician in the region. Like all MHH services, this project will be accessible to all
patients in the region since MHH is a contracted provider with all area TennCare
MCOs and has a long history of serving patients regardless of race, ethnicity, gender,
age, or income level. The project addresses evolving community needs and the
expressed opinions of providers who serve patients from the region. This project
reflects the ongoing commitment of MHH to invest in needed community healthcare
resources locally — and does not create financial and legal risk for other providers.

Ownership Structure

The proposed project will be owned and operated by Morristown-Hamblen Hospital
(“MHH”), which will be the provider of the mobile lithotripsy service. MHH is a non-
profit hospital that joined Covenant Health in July 2010. Covenant Health is a
Tennessee non-profit corporation, 5011(3), with its principal offices in Knoxville,
Tennessee. Covenant Health is the parent corporation for a healthcare system that
operates hospitals, cancer centers, other health care facilities, and engages in many
other health care related activities.

Project Cost and Funding
The total estimated cost for CON purposes is $ 328,900. This total project cost

8
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includes a total estimated medical equipment cost of $ 315,900 for the mobile
lithotripsy equipment (which equals the sum of “per procedure lease payments” for
the initial lease term — and which is greater than the documented fair market value of
the lithotripsy equipment). However, no actual capital costs related to the project will
be incurred by MHH or Covenant Health. The project will be funded through
operational cash flow. However, the applicant has access to sufficient cash reserves
to complete and support the proposed project if needed.

Financial Feasibility

The project is economically feasible. The positive cash flow projected for each year
of the project will be sufficient to maintain operations over time. Regardless, the
applicant has adequate financial resources to cover the entire cost of the project as a
Covenant Health affiliate. MHH is contracted with all area TennCare MCOs and will
continue to serve all patients regardless of race, ethnicity, gender, age, or income

level.

Staffing
Initial staffing for the project will include existing hospital employees to support the

mobile lithotripsy service as needed: Surgery RN (< .05 FTE); Pre/Post-Op RN (< .05
FTE); Surgery Technician (< .05 FTE), Office and Logistics Support Staff (< .05 FTE).

Provide a detailed narrative of the project by addressing the following items as they relate to
the proposal.

A. Describe the construction, modification and/or renovation of the facility (exclusive of
major medical equipment covered by T.C.A. § 68-11-1601 et seq.) including square
footage, major operational areas, room configuration, etc. Applicants with hospital
projects (constructlon cost in excess of $5 million) and other facility projects
(construction cost in excess of $2 million) should complete the Square Footage and
Cost per Square Footage Chart. Utilizing the attached Chart, applicants with hospital
projects should complete Parts A.-E. by identifying as applicable nursing units,
ancillary areas, and support areas affected by this project. Provide the location of the
unit/service within the existing facility along with current square footage, where, if any,
the unit/service will relocate temporarily during construction and renovation, and then
the location of the unit/service with proposed square footage. The total cost per
square foot should provide a breakout between new construction and renovation cost
per square foot. Other facility projects need only complete Parts B.-E. Please also
discuss and justify the cost per square foot for this project.

If the project involves none of the above, describe the development of the proposal.

Not applicable. An existing and appropriate operating/procedure room within
the hospital’s surgery area (MHH Operating Room # 5) will be used for the
project, so construction and/or renovation expenses will not be required.

The proposed site will allow operational coordination with the established
service lines of MHH and virtual connectivity for affiliated providers in the

region.

B. Identify the number and type of beds increased, decreased, converted, relocated,
designated, and/or redistributed by this application. Describe the reasons for change

9
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in bed allocations and describe the impact the bed change will have on the existing
services. Not applicable.

10
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C. As the applicant, describe your need to provide the following health care services (if
applicable to this appllcatlon) ) 5::4_

Adult Psychiatric Services

Alcohol and Drug Treatment for Adolescents (exceeding 28 days)
Birthing Center

Burn Units

Cardiac Catheterization Serwces

Child and Adolescent Psychiatric Services
Extracorporeal Lithotripsy '
Home Health Services

Hospice Services

10. Residential Hospice

11. ICF/MR Services

12. Long-term Care Services

13. Magnetic Resonance Imaging (MRI)

14. Mental Health Residential Treatment

15. Neonatal Intensive Care Unit

16. Non-Residential Methadone Treatment Centers
17. Open Heart Surgery

18. Positron Emission Tomography

19. Radiation Therapy/Linear Accelerator

20. Rehabilitation Services

21. Swing Beds

MHH, the MHH medical staff, and community physician partners need improved
access to extracorporeal shock-wave lithotripsy technology to better serve a
significant and growing number of patients who seek care and relief from acute
pain related to kidney stones. Project approval will enhance the clinical
capabilities of MHH and aligned physicians to care for this patient population.

The project does not require the purchase of a new lithotripsy unit. Rather, the
project seeks to establish a per-procedure (“per click”) equipment lease
arrangement to utilize existing mobile lithotripsy equipment owned and
operated in the service area by a proven vendor.

COFOEN OROIE LN —

The project will utilize a modern mobile lithotripsy unit that can be easily
transported across care sites by trained staff, rolled off.a truck into a procedure
room, and utilized to provide safe and efficient care for patients. No
construction or renovation will be necessary for this project.

D. Describe the need to change location or replace an existing facility.

Not applicable.

E. Describe the acquisition of any item of major medical equipment (as defined by the
Agency Rules and the Statute) which exceeds a cost of $§ 2 million; and/or is a
magnetic resonance imaging (MRI) scanner, positron emission tomography (PET)
scanner, extracorporeal lithotripter and/or linear accelerator by responding to the
following:

1. For fixed-site major medical equipment (not replacing existing equipment):

12
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a. Describe the new equipment, including:
Not Applicable
1.  Total cost; (as defined by Agency Rule).
2. Expected useful life;
3. List of clinical applications to be provided; and
4. Documentation of FDA approval.

b. Provide current and proposed schedules of operations.

Not Applicable
2. For mobile major medical equipment:

The proposed mobile lithotripsy equipment for the project will be the
Medispec Econolith E3000 [i.,e. Medispec Model 3000 (SW-6)
Extracorporeal Shockwave Lithotripsy System] — that will be utilized by
appropriately trained health care professionals to treat patients who seek
medical care for kidney stones. The proposed equipment has been
approved for clinical use by the FDA.
SeeAttachment BLE2: FDA Approval

SaeAttaCHment BIlEZ: Pictire of Mobile Lithotripsy Equipment

a. List all sites that will be served;

The vendor-owned mobile lithotripsy equipment to be used for this
project will serve the only two hospitals in Hamblen County:

e Morristown-Hamblen Hospital

¢ Lakeway Hospital

Note: Morristown-Hamblen Hospital and Lakeway Hospital are in
very close proximity to one another (i.e. approximately 100 feet of
road and easement separate the two hospital campuses)

b. Provide current and/or proposed schedule of operations;

The anticipated initial schedule of operations for the MHH mobile
lithotripsy service will be as follows:

e Tuesdays, Noon-5:00 PM
e Fridays, Noon-5:00 PM

Within the actual number of days approved by the HSDA for mobile
lithotripsy operations, additional hours or alternative scheduling
times are possible if needed to accommodate patient and/or
physician needs.

c. Provide the lease or contract cost.

The estimated contract cost for the initial term of the “per click”
mobile lithotripsy equipment lease will be $ $315,900 - which
represents a total cost of $ 1,350 per procedure (i.e. “per click”) for
234 procedures anticipated for the initial equipment vendor contract

13
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term of 36 months (please note: this sum of lease payments for the initial
contract term is greater than the documented $ 245,000 Fair Market Value
of the equipment to be used for the project).

d. Provide the fair market value of the equipment; and

The estimated fair market value of the mobile lithotripsy equipment to
be used for the project is $ 245,000.

See Attachment B.ILE.2.d: Equipment FMV. Letter

e. List the owner for the equipment.

The mobile lithotripsy equipment to be leased and utilized by MHH for
the proposed project is owned by Medispec LTD (i.e. Medispec LTD;
203 Perry Parkway, Suite 6; Gaithersburg, MD 20877, 888-663-3477).

3. Indicate applicant’s legal interest in equipment (i.e., purchase, lease; etc.) In
the case of equipment purchase include a quote and/or proposal from an
equipment vendor, or in the case of an equipment lease provide a draft lease or
contract that at least includes the term of the lease and the anticipated lease
payments.

The mobile lithotripsy equipment will be leased from an established
equipment vendor in the region (Medispec LTD) on a “per procedure” (or
“per click”) basis.

See Attachment B.II.E.3: Equipment Lease Proposal

lil. (A) Attach a copy of the plot plan of the site on an 8 1/2" x 11” sheet of white paper which must
include:

1. Size of site (in acres),

2. Location of structure on the site; and

3. Location of the proposed construction.

4. Names of streets, roads or highway that cross or border the site.
See Attachment B.IIL.A:" Plot Plan of the Site

Please note that the drawings do not need to be drawn to scale. Plot plans are
required for all projects.

14



Morristown-Hamblen Hospital — Mobile Lithotripsy Services CON Application

(B) 1.

33

Describe the relationship of the site to public transportation routes, if any, and to any
highway or major road developments in the area. Describe the accessibility of the
proposed site to patients/clients.

The mobile lithotripsy equipment for the proposed project will be operated in
Morristown, Tennessee at the well-known and accessible campus of Morristown-
Hamblen Hospital (MHH) — which is located near downtown Morristown, in close
proximity to State Highways 11E and 25E, and within 7 miles of Interstate 81.
The proposed lithotripsy procedures will occur within the existing MHH surgery
suite (Operating Room # 5), which is adjacent to adequate patient parking and
convenient drop-off locations. The site is in close proximity to public
transportation routes and accessible to patients arriving via public
transportation services such as ETHRA (East Tennessee Human Resource
Agency van services) and local cab companies which service Hamblen and
surrounding counties. Additionally, MHH is 4.5 miles from the Morristown
Airport and about 1 mile from a Greyhound bus terminal.

Attach a floor plan drawing for the facility which includes legible labeling of patient care
rooms (noting private or semi-private), ancillary areas, equipment areas, etc. on an 8 1/2" x
11" sheet of white paper. B

NOTE: DO NOT SUBMIT BLUEPRINTS. Simple line drawings should be submitted and
need not be drawn to scale.

See Attachment B.IV:: Floor Plan

For a Home Health Agency or Hospice, identify:

Not applicable.

ahLON=

Existing service area by County;
Proposed service area by County;
A parent or primary service provider;

Existing branches; and

Proposed branches.
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SECTION C: GENERAL CRITERIA FOR CERTIFICATE OF NEED

In accordance with Tennessee Code Annotated § 68-11-1609(b), “no Certificate of Need shall
be granted unless the action proposed in the application for such Certificate is necessary to
provide needed health care in the area to be served, can be economically accomplished and
maintained, and will contribute to the orderly development of health care.” The three (3) criteria
are further defined in Agency Rule 0720-4-.01. Further standards for guidance are provided in
the state health plan (Guidelines for Growth), developed pursuant to Tennessee Code Annotated
§68-11-1625.

The following questions are listed according to the three (3) criteria: (I) Need, (Il) Economic
Feasibility, and (lll) Contribution to the Orderly Development of Health Care. Please respond to
each question and provide underlying assumptions, data sources, and methodologies when
appropriate. Please type each question and its response on an 8 1/2” x 11" white paper. All
exhibits and tables must be attached to the end of the application in correct sequence identifying
the question(s) to which they refer. If a question does not apply to your project, indicate “Not
Applicable (NA).” g '

QUESTIONS

NEED

1. Describe the relationship of this proposal toward the implementation of the State Health Plan
and Tennessee’s Health: Guidelines for Growth.

The proposed project seeks to initiate mobile lithotripsy services for MHH patients and
physicians by utilizing an existing modern mobile lithotripsy unit that currently exists and
operates within the region — and that has significant and sufficient open capacity available
to support the needed project. This optimal approach to improving access to high quality
healthcare services is orderly, efficient, and beneficial for key stakeholders in the region.

The proposed project is needed to improve access to lithotripsy services for patients and
physicians within the project service area, reduce unnecessary patient burdens (i.e. time,
suffering, and travel expense) related to lithotripsy case outmigration, and to help MHH
better coordinate needed patient care services locally in an optimal and orderly manner.
The project will improve lithotripsy accessibility, use, and benefit within the region by
initiating lithotripsy services at the well-known MHH campus.

As outlined throughout this application, the proposed project supports the major tenets of
the State Health Plan — including the promotion and support of “Healthy Lives” for
specific patient populations; improving “Access to Care” in the service area for all
residents; developing healthcare services in a manner to optimize “Economic
Efficiencies”; ensuring high “Quality of Care” that is effective, patient-centered, timely,
efficient, and equitable; and strengthening the “Healthcare Workforce” in the region in an
effective and efficient manner.
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a. Please provide a response to each criterion and standard in Certificate of Need
Categories that are applicable to the proposed project. Do not provide responses to
General Criteria and Standards (pages 6-9) here.

STATE HEALTH PLAN
CERTIFICATE OF NEED STANDARDS AND CRITERIA

FOR

EXTRA-CORPOREAL SHOCK WAVE
LITHOTRIPSY SERVICES

The Health Services and Development Agency (HSDA) may consider the following standards and
criteria for applications seeking to provide extra-corporeal shock wave lithotripsy (ESWL) services.
Rationale statements for each standard are provided in an appendix. Existing providers of ESWL
services are not affected by these standards and criteria unless they take an action that requires a new

certificate of need (CON) for such services.

These proposed standards and criteria will become effective immediately upon approval and adoption
by the governor. However, applications to provide ESWL services that are deemed complete by the
HSDA prior to the approval and adoption of these standards and criteria shall be considered under the

Guidelines for Growth, 2000 Edition.

Definitions

Lithotripsy: Lithotripsy is defined as the pulverization of urinary stones by means of a lithotripter.
Extracorporeal lithotripsy is lithotripsy that occurs outside the body. Extracorporeal shock wave
lithotripsy is the non-invasive procedure that uses shock waves to pulverize urinary stones, which
can then be expelled in the urine. An emitter is placed in contact with the patient relative to where the
stone is located and the shock waves are focused on the stone, which is shattered by the force.

Procedure: A “procedure” is the single provision of ESWL services as reported by its ICD9 code or
the ESWL services facility’s internal financial code that corresponds to the ESWL services CPT code.
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Service Area: Refers to the county or counties represented by an applicant for ESWL services as the
reasonable area to which the applicant intends to provide ESWL services and/or in which the majority

of its current service recipients reside.

Standards and Criteria

1. Determination of Need: The need for ESWL services is determined by applying the
following formula:

N=UxP)+O
N = number of ESWL services procedures needed in a Service Area;

U = latest available Tennessee use rate (number of procedures performed per 1,000
population in the state as determined by the Tennessee Department of Health);

P = projection of population (in thousands) in the service area as determined
by the Tennessee Department of Health for Tennessee counties and the United
States Census Bureau for non-Tennessee counties; and

O = the number of out-of-state resident procedures performed within the applicant’s
Service Area in the same time frame used to determine U based upon publically
reported data. The applicant should document the methodology used to count volume in
out-of-state resident procedures and, if different from the definition of “procedure”
described in these standards and criteria, should distinguish out-of-state procedures from
in-state cases.

The need shall be based upon the Service Area’s current year’s population projected three
years forward.

Project Service Area

The “primary service area” for this lithotripsy project is Hamblen County from a
traditional planning standpoint. As outlined within the Service Area section of this
application (Section C.3), most of MHH’s inpatients, outpatients, and emergency
department patients reside in Hamblen County. Additionally, MHH and supporting
physicians anticipate serving patients from other nearby counties and rural areas in
the region where some MHH patients have resided historically (i.e. “secondary
service area”). Therefore, the “Project Service Area” from a CON perspective
includes Hamblen, Claiborne, Grainger, Jefferson, and Cocke Counties in East
Tennessee.

The proposed mobile lithotripsy unit will enhance convenience, access, and
technology for MHH patients living and working within the project service area that
is marked by a growing and aging population — and relatively high levels of
TennCare enroliment and poverty.
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Determination of Need

See Attachment C.i.a/1: TDH Lithotripsy Need Projections by County

N=UxP)+0
N = number of ESWL services procedures needed in a Service Area;

As outlined in the attachment referenced above (Extra-Corporeal Shock Wave Lithotripsy
Need Projections By County and State Total, 2013 Data, Projected to 2017 — provided by
the Tennessee Department of Health, Division of Policy, Planning, and Assessment, Office
of Health Statistics in August 2014), here are the projected number of procedures needed
in the project’s proposed service area for 2017:

County Projected Lithotripsy Need: 2017
Hamblen (Primary Service Area) 90

Grainger (Secondary Service Area) 32

Claiborne (Secondary Service Area) 46

Jefferson (Secondary Service Area) 77

Cocke (Secondary Service Area) 53

Others (Tertiary Service Area) (N/A)

Total: CON Project Service Area 298

U = latest available Tennessee use rate (number of procedures performed per 1,000
population in the state as determined by the Tennessee Department of Health);

As outlined in the attachment referenced above (Extra-Corporeal Shock Wave Lithotripsy
Need Projections By County and State Total, 2013 Data, Projected to 2017 — provided by
the Tennessee Department of Health, Division of Policy, Planning, and Assessment, Office
of Health Statistics in August 2014), the current estimated “State Utilization Rate” for

lithotripsy services is “0.0013781".

P = projection of population (in thousands) in the service area as determined by
the Tennessee Department of Health for Tennessee counties and the United States

Census Bureau for non-Tennessee counties; and

As outlined in the attachment referenced above (Extra-Corporeal Shock Wave Lithotripsy
Need Projections By County and State Total, 2013 Data, Projected to 2017 — provided by
the Tennessee Department of Health, Division of Policy, Planning, and Assessment, Office
of Health Statistics in August 2014), provided below are the 2017 population projections

for the project’s proposed service area:
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County Projected Population: 2017
Hamblen (Primary Service Area) 65,181
Grainger (Secondary Service Area) 23,513
Claiborne (Secondary Service Area) 33,110
Jefferson (Secondary Service Area) 56,054
Cocke (Secondary Service Area) 38,143
Others (Tertiary Service Area) (N/A)

Total: CON Project Service Area. 216,001

O = the number of out-of-state resident procedures performed within the applicant’s
Service Area in the same time frame used to determine U based upon publically
reported data. The applicant should document the methodology used to count volume in
out-of-state resident procedures and, if different from the definition of “procedure”
described in these standards and criteria, should distinguish out-of-state procedures
from in-state cases.

The applicant expects that less than 1% of its total number of lithotripsy patients will be
“out-of-state” residents for Years 1-3 of the project. While it is a possibility that a few out-
of-state patients could be treated by the proposed MHH lithotripsy service each year, such
patients have not been included in the utilization projections for the project.

The need shall be based upon the Service Area’s current year’s population projected three
years forward.

Calculation for Primary Service Area (PSA): Hamblen County

N=(UxP)+ O
90 = (0.0013781 x 65,181) + 0

Calculation for the Total CON Project Service Area (PSA + SSA):

N=(UxP)+0
298 = (.0013781 x 216,001) + 0

The estimated need for lithotripsy procedures in both Hamblen County and the Total
CON Project Service Area will continue to increase as the total population in the MHH
region grows and ages.
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e Minimum Volume Standard: Applicants proposing to acquire and operate an
ESWL services unit must project a minimum utilization of at least 250 procedures per
year by the third year of operation, based on full-time use of an ESWL unit. The
applicant must also document and provide data supporting the methodology used to
project the patient utilization. An application to provide ESWL services on a part-
time basis shall convert its projected use to that of a full-time equivalent ESWL unit.

-

MHH projects ESWL unit utilization to exceed the minimum volume standard “by the third
year of operation”. In fact, based upon the request to operate lithotripsy services only
part-time (i.e. two days per week) rather than full-time (i.e. seven days per week), MHH
projects ESWL unit utilization to exceed the prorated minimum volume standard in both
Year Two and Year Three of its ESWL operations.

Based upon assumptions that are both reasonable and conservative, projected annual
ESWL utilization for the first three years of operations is summarized in the chart below:

Year One (2015) | Year Two (2016) | Year Three (2017
ESWL Procedures 52 78 104
ESWL Procedures per Week 1.0 x 52 weeks 1.5 x 52 weeks 2.0 x 52 weeks

These annual projections reflect demand currently observed by MHH physicians and staff,
representing patients who are either sent to other East Tennessee providers of ESWL
services — or who receive alternative care options although eligible for lithotripsy
procedures. During much of the past year, MHH and its affiliated physicians have referred
at least 1-2 kidney stone patients per week, and at times more (3-4 per week), to other
providers in East Tennessee to receive needed lithotripsy procedures. MHH lithotripsy
patients will be from the project service area as described elsewhere within this CON

application.

Even if the hospital and its medical staff experience virtually no growth in patient demand
for lithotripsy services during the next three years, recent levels of demand support the
project’s conservative utilization projections that exceed the “Minimum Volume
Standards” outlined Tennessee’s current State Health Plan.

e Full-time ESWL: 250 procedures per year / 52 Weeks per year = 4.8 procedures
per week

o Converted to part-time ESWL: (2 days per week / 7 days per week) = .286
conversion factor

e Therefore: .286 x 4.8 procedures per week = 1.37 procedures per week
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The chart below shows how the proposed ESWL utilization will exceed 1.37 procedures
per week for each of the first three years of operations:

Year One (2015) | Year Two (2016) | Year Three (2017)

ESWL Procedures 52 78 104
ESWL Procedures per Week 1.0 x 52 weeks 1.5 x 52 weeks 2.0 x 52 weeks

To further clarify how the project will exceed the minimum utilization guideline of “at least
250 procedures per year” for both Year Two and Year Three of the project, a simple
conversion of MHH’s projected annual use to a “full time equivalent ESWL unit” for the
first three years of operations is summarized in the chart below:

Year One (2015) | Year Two (2016) | Year Three (2017)

Conversion* of projected | 52 x “3.5” =182 | 78 x“3.5”" =273 | 104 x “3.5” = 364

annual use to a “full time
equivalent ESWL unit” (i.e. 182 < 250) (i.e. 273 > 250) (i.e. 364 > 250)

* “Projected annual use for 2 days/week” x 3.5 = “?”

o Current Service Area Utilization: The applicant should document that all existing
providers of ESWL services within the proposed Service Area each performed at
least 300 ESWL procedures per year during the most recent 12 month period for
which data are available. The utilization by ESWL units that operate on a part-time
basis shall be converted to that of a full-time equivalent ESWL unit. To characterize
existing providers located within Tennessee, the applicant should use data provided by
the Health Services and Development Agency. To characterize providers located
outside of Tennessee, the applicant should use publicly available data, if available, and
describe in its application the methodology these providers use to count volume.

The only provider offering ESWL services in the CON project service area is
Lakeway Hospital (CHS) in Hamblen County — which has been approved to perform
mobile lithotripsy services “7 days per week” since 1997 (CN# 9705-039). However,
Lakeway Hospital has been operating far below the current standards and criteria for
lithotripsy services — and only performed six (6) mobile lithotripsy procedures
during the most recent reporting year per the most recent HSDA Equipment Registry
Data available (August 2014) and the most recent Hospital Joint Annual Report
available (2013).

See'Aftachment C.1.a.3: ‘Service Area Lithotripsy Providers and Utilization
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Several months prior to filing this CON application for mobile lithotripsy services, MHH
leadership communicated its plans to Lakeway Hospital (CHS) leadership and sought
confirmation that this proposed project would not create an adverse impact on the only
approved provider of ESWL services in the Service Area. The CHS/Lakeway leadership
team has provided written confirmation that they are not opposed to this needed MHH
project that will be developed in an orderly and efficient manner.

Seé Aftachment ¢.1:a.3-4: 'Letfer from Lakeway Hospital RE: MHH Lithotripsy Project

In addition, the applicant should provide the HSDA with a report of patient destination for
ESWL services based on the most recent 12 months of publicly reported data. This report should
list all facilities that provided ESWL services to residents of the proposed Service Area and the
number of ESWL procedures performed on residents of the Service Area for each facility.
The Tennessee Department of Health will assist applicants in generating this report utilizing
the HDDS.

The attached chart provides information from the HSDA Medical Equipment
Registry regarding Tennessee ESWL providers who provided services for residents
of the proposed project service area for the most recent 12 months of publicly
reported data (i.e. 20713 Data from HSDA on August 4, 2014).

See. Attachment,C.1.al.3 Semce Area thhotrlpsv Patlent Destinations

4. Adverse Impact on Existing Providers: An application for ESWL services should not be
approved if the new program will cause the annual caseload of existing ESWL programs
within the Service Area to drop below an average of 300 procedures. The utilization by ESWL
units that operate on a part-time basis shall be converted to that of a full-time equivalent ESWL
unit. The patient origin study conducted for Standard 2, an analysis of patient origin data
collected for Standard 3, and the referral data documented for Standard 3 should be used to
determine whether such an adverse impact on existing providers is likely to occur.

The proposed project will not “cause the annual caseload of existing ESWL
programs within the Service Area to drop below an average of 300 procedures”.

The only provider offering ESWL services in the CON project service area is
Lakeway Hospital (CHS) in Hamblen County — which has been approved to perform
mobile lithotripsy services “7 days per week” since 1997 (CN# 9705-039).
However, Lakeway Hospital has been operating far below the current standards
and criteria for lithotripsy services — and only performed six (6) mobile lithotripsy
procedures during the most recent reporting year (i.e. most recent available HSDA
Medical Equipment Registry Data and Tennessee Hospital Joint Annual Report,
2013).
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Several months prior to filing this CON application for mobile lithotripsy services, MHH
leadership communicated its plans to Lakeway Hospital (CHS) leadership and sought
confirmation that this proposed project would not create an adverse impact on the
only approved provider of ESWL services in the Service Area. The CHS/Lakeway
leadership team has provided written confirmation that they are not opposed to this
needed MHH project that will be developed in an orderly and efficient manner.

See Attachment Cl1:a.3:4: " Letter from Lakeway Hospital RE; MHH Lithotripsy Project

* Adequate Staffing and Services: The applicant should document a plan for
recruiting and maintaining a sufficient number of qualified professional and
technical staff to provide the ESWL services and must document the following:

a. The existence of an active radiology service and an established referral urological
practice;

b. The availability within 90 minutes® drive time of acute inpatient services for patients
who experience complications; and

c. The fact that all individuals using the equipment meet the training and credentialing
requirements of the American College of Surgeons’ Advisory Council for
Urology. ‘

The applicant should also document an ongomg educational plan for all staff included in the
ESWL services program. P,

MHH currently has sufficient professional and technical staff to support the proposed
ESWL services, including Surgery Department leadership with experience performing
ESWL procedures and/or managing operations of an ESWL service. Moreover, MHH
will work with its medical staff and Medispec LTD (equipment manufacturer and
vendor) to enhance its ongoing educational plan for all Surgery Department staff as
appropriate — and to ensure that all staff involved with the proposed ESWL services
program meet all recommended training requirements prior to treating patients.

* MHH is a long-established and credentialed hospital that has an active radiology
service and an established referral urological practice.

e MHH is a long-established credentialed hospital that operates both acute inpatient
care services and emergency care services that would be immediately accessible
on site to any patient who might experience complications or who might need
care for other reasons and conditions.

e MHH and its Medical Staff are prepared to meet and exceed the staffing
recommendations and requirements set forth by the American College of
Surgeons’ Advisory Council for Urology and by Medispec LTD, including all
recommended staff education requirements, training, and certifications. The

(

24



Morristown-Hamblen Hospital — Mobile Lithotripsy Services CON Application
43

proposed contract with Medispec LTD will cover appropriate training to help
ensure safe and efficient patient care and equipment operations.

6. ESWL Equipment: Only applications that provide for the provision of ESWL services using
equipment that has been approved by the United States Food and Drug Administration for
clinical use shall be approvable.

The proposed mobile lithotripsy equipment has been approved for use by the FDA.

See Attachment C.1.a.6: FDA Approval

7. Quality Control-and Monitoring: The applicant should identify and document its intention
to participate in a data reporting, quality improvement, outcome monitoring, and peer review
system that benchmarks outcomes based on national norms. The system should provide for
peer review among professionals practicing in facilities and programs other than the
applicant.

MHH will continue to support the State of Tennessee’s goals and principles for
“achieving better health” through ongoing accountability, public data reporting,
peer review, outcomes monitoring, and other patient care quality assurances so
that it's patients will “have confidence that the quality of health care is continually
monitored and standards are adhered to...” in a manner consistent to the State
Health Plan.

The MHH ESWL service will be offered in a physical environment that conforms to
applicable federal standards, manufacturer’s specifications, and licensing agencies’
requirements. Moreover, qualified employees of the MHH Surgery Department will
manage routine ESWL procedures and any emergency procedures or related issues
in conformity with accepted medical practice. If the CON project is approved, MHH
will develop and implement appropriate Policies and Procedures for ESWL services.

All ESWL procedures will be performed in accordance with appropriate clinical
protocols and initiated under the direction of appropriately certified or licensed
medical personnel. MHH will establish and/or follow appropriate ESWL guidelines in
conjunction with the established lithotripsy operations of other Covenant Health
affiliates.

Board certified urologists and/or other appropriately licensed physicians with
appropriate training and certifications will provide overall patient care supervision to
ensure that applicable clinical performance standards are met for all ESWL
procedures. f

As outlined elsewhere within this CON application, MHH meets the licensing and
accreditation requirements of the State of Tennessee, The Joint Commission, CMS,
and others.
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8. Data Requirements: Applicants should agree to provide the Department of Health and/or
the HSDA with all reasonably requested information and statistical data related to the operation
and provision of services and to report that data in the time and format requested. As a standard
of practice, existing data reporting streams will be relied upon and adapted over time to
collect all needed information.

If requested by the Tennessee Department of Health, the Tennessee Health Services
and Development Agency, and/or other State agencies, MHH will provide accurate and
appropriate statistics regarding its proposed ESWL service and other data as required.

9. Transfer and/or Affiliation Agreements: If an applicant is not a designated Level 1 trauma
center, an applicant must document an acceptable plan for the development of transfer and/or
affiliation agreements with hospitals in the service area (this criterion does not preclude the
development of transfer agreements with facilities outside the applicant’s Service Area).

MHH is a community hospital offering many services, both at the main hospital
campus and at a few satellite sites. As a community hospital, MHH has considerable
experience managing and maintaining patient transfer agreements with other
providers — both within the project service area and beyond.

Sae Attachimant 614 0: MH Transfér Adresmients

The proposed ESWL service will be operated as an integral part of the MHH Surgical
Department and in close proximity to the hospital’s Emergency Department, acute
care units, and key outpatient service settings. The ESWL service will be provided in
a setting supported by physicians and clinical personnel who will be prepared to
provide any needed emergency care immediately — and/or make appropriate transfers
to other qualified and trained clinical professionals through close relationships with
area EMS providers and other hospitals in East Tennessee. The main MHH campus
provides continual access to credentialed medical professionals and trained clinical
staff prepared to handle emergency transfers.

10. Access: In addition to the factors set forth in HSDA Rule 0720-11-.01 (1) (listing the factors
concerning need on which an application may be evaluated), the HSDA may choose to give
special consideration to an applicant:

a. That is offering the service in a medically underserved area as designated by
the United States Health Resources and Services Administration;

Not Applicable.

b. That documents that the service area population experiences a prevalence
and/or incidence of urinary stones or other clinical conditions applicable to
extra-corporeal shock wave lithotripsy services that is substantially higher
than the State of Tennessee average; or
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The applicant contends that the service area population may experience a higher
prevalence and/or incidence of urinary stones than might be indicated by the current state

average and projected utilization rates.

For instance, as outlined in other sections of this CON application and related
attachments, the current Tennessee Department of Health ESWL need projections for the
project service area anticipate that residents of the region will only need 298 ESWL !
procedures in 2017. However, the most recent update of the HSDA Medical Equipment
Registry documents that residents of the service area needed at least 293 procedures in
2013. As the population of the Service Area grows and ages, it is reasonable to expect
ESWL demand to increase by significantly more than only 5 procedures.

Moreover, in recent years, the MHH medical staff has witnessed approximately 300 annual
patient encounters related to kidney stones in the hospital’s emergency department, as
well as others within physician office settings. While not all of these patients are
candidates for lithotripsy procedures, significant and growing demand for lithotripsy
procedures at MHH has been confirmed by local physicians (please see Attachment B.l.a.
Physician Support Letters). Realistically and conservatively, up to 50% or more of these
actual patients could be clinically appropriate candidates for lithotripsy procedures.

Both data review and actual clinical ob'servationkby local healthcare professionals indicate
that the real need for lithotripsy services in the region may exceed the current demand
estimates available from the Tennessee Department of Health. To address such
anticipated demand, the proposed project will improve access to an important clinical
service in the region and seek to reduce burdens for many patients. The proposed project
will serve any and all patients needing lithotripsy procedures within the region.

c. Thatis a “safety net hospital” as defined by the Bureau of TennCare Essential Access
Hospital payment program.

Although not classified as a “safety net hospital”’, MHH is an important
component of the TennCare provider network within the hospital’s service
area. MHH has a proven history of serving TennCare, Medicare, and
uninsured patients as a not-for-profit community hospital that offers many
important clinical services that have been historically under-funded.

Like all the other hospital-based services of MHH, this project will be
accessible to all patients in the region since MHH is a contracted provider
with all area TennCare MCOs and has a long history of serving all patients
regardless of race, ethnicity, gender, age, or income level. -

b. Applications that include a Change of Site for a health care institution, provide a
response to General Criterion and Standards (4)(a-c)

Not applicable.
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2. Describe the relationship of this project to the applicant facility’s long-range development
plans, if any.

As part of its long-range facility planning efforts, Morristown-Hamblen Hospital (MHH)
regularly evaluates evolving community needs for inpatient, outpatient, emergency, and
physician office services in the region. This current project represents an orderly and
timely continuation of MHH plans to maintain high quality and accessible services needed
within the project service area — and to improve care access for MHH mpatlents
outpatients, and emergency room patients.

The primary goal of the proposed project is to improve access to ESWL services for both
patients and physicians in the project service area by initiating the mobile service at MHH
in an orderly and efficient manner. Consistent with the community-oriented mission of
MHH, the hospital seeks to strengthen its historical commitment and recognized value as
a leading provider of high quality patient care for the people who reside within region.
The proposed project promotes this important planning goal by assuring continued and
improved access to this needed clinical technology for all patients in the region. The
proposed ESWL service will allow MHH to reduce patient burdens while improving
operational efficiencies, patient and physician satisfaction, and overall continuum of care
coordination.

As part of its long range development plans, MHH seeks to initiate ESWL services on a
part-time basis (only two days per week) to meet the anticipated needs of its patients and
medical staff for the foreseeable future (i.e. next 3-5 years). If additional capacity is ever
needed in the future, MHH leadership and the hospital’'s medical staff will discuss such
perceived needs with the mobile lithotripsy equipment vendor, other providers in the
region, and the Tennessee Health Services and Development Agency as appropriate.
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3. Identify the proposed service area and justify the reasonableness of that proposed area.
Submit a county level map including the State of Tennessee clearly marked to refiect the
service area. Please submit the map on 8 1/2” x 11" sheet of white paper marked only with
ink detectable by a standard photocopier (i.e., no highlighters, pencils, etc.).

While MHH serves patients from a broad geographic region within East Tennessee (and
occasional patients from elsewhere), the “primary service area” for this lithotripsy project
is Hamblen County from a traditional planning standpoint. As outlined in the charts
below, most of MHH’s inpatients, outpatients, and emergency department patients reside
in Hamblen County. Additionally, MHH and supporting physicians anticipate serving
patients from other nearby counties and rural areas in the region where some MHH
patients have resided historically (i.e. “secondary service area”). Therefore, the “Project

Service Area” from a CON perspective includes Hamblen, Claiborne, Grainger, Jefferson,
and Cocke Counties in East Tennessee. ‘

The proposed mobile lithotripsy unit will enhance convenience, access, and technology
for MHH patients living and working within the project service area that is marked by a
growing and aging population — and relatively high levels of TennCare enrollment and

poverty.

See Attachment C.3. = Service Area Map

The proposed service area for this mobile lithotripsy project is reasonable since the
geography is consistent with counties of patient origin for MHH: 1) Inpatients; 2)
Outpatients; and 3) Emergency Department Patients. Additionally, the proposed service
area is consistent with the counties of patient origin for key physicians who will refer to
the proposed mobile lithotripsy unit — and for the key urologist who will perform many of
the proposed mobile lithotripsy procedures at MHH.

In 2013, MHH received most of its Inpatients from Hamblen County:

MHH — 2013 Inpatients (IP) by County

County Inpatients* | % of Total | Cumulative %
Hamblen (PSA) 3,800 57.6% 57.6%
Grainger 661 10.0% 67.6%
Jefferson 647 9.8% 77.4%
Cocke 575 8.7% 86.1%
Claiborne 98 1.5% 87.6%
All Others (TN + Outside) 813 12.4% 100.0%
Total 6,594 100% 100%

* Excludes Newborns and Behavioral Health
Source: Internal Records — MHH
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MHH - 2013 Outpatients (OP) by County

County Outpatients* | % of Total | Cumulative %
Hamblen (PSA) 45,549 60.1% 60.1%
Jefferson 7,906 10.4% 70.5%
Grainger 7,175 9.5% 80.0%
Cocke 5,713 7.5% 87.5%
Claiborne 983 1.3% 88.8%
All Others (TN + Qutside) 8,450 11.2% 100.0%
Total 75,776 100% 100%

* Includes Emergency Department and Ambulatory Surgery Patients
Source: Internal Records — MHH

In 2013, MHH received most of it Emergency Department Patients from Hamblen County:

MHH — 2013 Emergency Department (ED) Patients by County

County ED Patients* | % of Total | Cumulative %
Hamblen (PSA) 20,244 66.9% 66.9%
Grainger 2,869 . 9.5% 76.4%
Jefferson 2,442 8.1% 84.4%
Cocke 1,594 5.3% 89.7%
Claiborne 183 0.6% 90.3%
All Others (TN + Outside) 2,936 9.7% 100.0%
Total 30,268 100% 100%

Source: Internal Records — MHH
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4.A. Describe the demographics of the population to be served by this proposal.

Project Service Area: Total Population Projections

2013 Total 2014 Total 2015 Total 2016 Total 2017 Total

Population  Population  Population  Population  Population

Primary Service Area
Hamblen

Secondary Service Area Counties

Jefferson 53,006 53,729 54,482 55,255 56,054

Cocke 36,330 36,762 37,207 37,652 38,143

Grainger 22,994 23,111 23,236 23,357 23,513

Claiborne 32,457 32,604 32,765 32,921 33,110

Total CON Project Service Area: 208,550 210,314 212,128 213,984 216,001
State of TN 6,528,014 6,588,698 6,649,438 6,710,579 6,772,022

Source: Tennessee Department of Health (TDH), Division of Health Statistics (6-2013 Revision)
Website: http://health.state.tn.us/statistics/quickfacts.htm

The Total Population estimate for Hamblen County in 2014 is 64,108, which is expected to
increase to 65,181 by 2017 (1.67% increase vs. 2.78% for Tennessee). The expected Total
Population growth for the Total CON Project Service Area (2.70% for 2014-2017) is similar
to the estimated growth for Tennessee (2.78%).

Project Service Area: Age 65+ Population Projections

2013 Total 2014 Total 2015 Total 2016 Total 2017 Total

Population Population Population Population  Population

Primary Service Area
Hamblen

Secondary Service Areas Counties

Jefferson - 9,597 9,972 10,334 10,660 10,977
Cocke 6,548 6,669 6,762 6,796 6,848
Grainger 4,085 4,204 4,329 4,421 4,484
Claiborne 5,742 5,880 6,000 6,136 6,258
Total CON Project Service Area: 36,945 37,994 38,947 39,694 40422
State of TN 950,177 981,984 1,012937 1,042,071 1,072,143

Source: Tennessee Department of Health (TDH), Division of Health Statistics (6-2013 Revision)
Website: http://health.state.tn.us/statistics/auickfacts.htm

In 2014, 17.6% of the Hamblen County Total Population estimate is Age 65+ and 18.1% of
the Total CON Project Service Area Population is Age 65+. Both estimates are
significantly higher than the 14.9% Age 65+ estimate for Tennessee.

In 2017, both Hamblen County (18.2%) and the Total CON Project Service Area (18.7%) will
have a higher estimated percentage of Age 65+ residents than Tennessee (15.8%).
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4.B. Describe the special needs of the service area population, including health disparities, the
accessibility to consumers, particularly the elderly, women, racial and ethnic minorities, and low-
income groups. Document how the business plans of the facility will take into consideration the
special needs of the service area population.

The proposed mobile lithotripsy unit will enhance convenience, access, and technology
for MHH patients living and working within the project service area. The proposed project
will serve the growing and aging population of Hamblen County, as well as some patients
who reside in other nearby areas in the region that may seek care at MHH.

The project service area reflects considerable demographic and socioeconomic diversity.
The planned project will improve access to ESWL technology used for many patients who
need clinical care for kidney stones.

Elderly (Age 65+):

Maintaining and improving lithotripsy services in the region will be beneficial to the
growing elderly population of the project service area.

Within both Hamblen County (PSA) and the Total CON Project Service Area, there is a
greater percentage of individuals who are over 65 years of age when compared to the
State of Tennessee as a whole:

o In 2014, 17.6% of the Hamblen County Total Population estimate is Age 65+ and
18.1% of the Total CON Project Service Area Population is Age 65+; both estimates
are significantly higher than the current 14.9% Age 65+ estimate for Tennessee.

¢ In 2017, both Hamblen County (18.2%) and the Total CON Project Service Area
(18.7%) will have a higher estimated percentage of Age 65+ residents than
Tennessee (15.8%).

It is generally acknowledged that the incidence of many illnesses, medical conditions, and
need for clinical services increases with increasing age. The benefits of this project
should be realized significantly by the Age 65+ population in the service area. The mobile
lithotripsy unit will be located at the convenient and well-known main hospital campus of
MHH, which has adequate parking, support functions, and amenities to address elderly
patient needs.

This project assumes that 57% of MHH lithotripsy patients during the first year of the
project will be Medicare enrollees, which is consistent with historical utilization of many

other MHH services.

Low-income Groups:

As indicated on the following chart, the median household income in Hamblen County
($39,316) is less than the median household income for the State of Tennessee as a whole
($44,140). There is a significant percentage of the Hamblen County population that is
living below the poverty level (18.6% vs. 17.3% for Tennessee). Moreover, the following
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chart also indicates that low median household incomes and higher percentages below
the poverty level exist within other key geographies from which some MHH lithotripsy

patients will originate.

Median household Persons below poverty
income, 2008-2012 level, percent, 2008-2012

Primary Service Area

Hamblen ~ $39,316 .60%

ikt il

Secondary Service Area Counties

Jefferson $38,800 19.20%
Cocke $29,764 26.00%
Grainger $33,185 20.20%
Claiborne $33,568 23.00%
State of TN $44,140 17.30%

Source: U.S. Census Bureau — State and County Quick Facts (September 2014)

MHH is a not-for-profit community hospital that will continue to serve all patients
regardless of race, ethnicity, gender, age, or income level.

TennCare Enrollees:

As indicated in the following chart, Hamblen County has a significantly higher percentage
of its total population enrolled in TennCare than does Tennessee as a whole (21.1% for
Hamblen County vs. 18.8% for Tennessee). The following chart also indicates relatively
high percentages of TennCare enroliment for other key geographies near Hamblen County
from which some MHH lithotripsy patients may originate.

Percent
Enrolled

Grand
Total

Male
Total

Female
Total

Primary Service Area
Hamblen Coun

Secondary Service Area Counties
Jefferson 6,013 4,555 10,568 19.7%
Cocke 5,745 4,439 10,184 27.7%
Grainger 2,855 2,263 5118 22.1%
Claiborne 4,561 3,560 8,121 24.9%
State of TN 716,799 | 524,228 | 1,241,028 | 18.8%

Source: TennCare Bureau Website — TennCare Enroliment Data as of April 2014

MHH is a contracted provider in all TennCare plans in the region, so the service will be
available to all TennCare enrollees to the extent approved by the TennCare MCOs.
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This project assumes that 15% of the MHH lithotripsy patients during the first year of the
project will be TennCare enrollees, which is consistent with the historical utilization of
other services at MHH. It is anticipated that the total number of TennCare patients that
utilize lithotripsy services at MHH may increase over time with improved access and
convenience in the region.

Community Health Concerns:

The service area population may experience a higher prevalence and/or incidence of
urinary stones than might be indicated by the current state average and projected
utilization rates.

For instance, as outlined in other sections of this CON application and related
attachments, the current Tennessee Department of Health ESWL need projections for the
project service area anticipate that residents of the region will only need 298 ESWL
procedures in 2017. However, the most recent update of the HSDA Medical Equipment
Registry documents that residents of the service area needed at least 293 procedures in
2013. As the population of the Service Area grows and ages, it is reasonable to expect
ESWL demand to increase by significantly more than only 5 procedures.

Moreover, in recent years, the MHH medical staff has witnessed approximately 300 annual
patient encounters related to kidney stones in the hospital’s emergency department, as
well as others within physician office settings. While not all of these patients are
candidates for lithotripsy procedures, significant and growing demand for lithotripsy
procedures at MHH has been confirmed by local physicians (please see Attachment B.l.a.
Physician Support Letters). Realistically and conservatively, up to 50% or more of these
actual patients could be clinically appropriate candidates for lithotripsy procedures.

Both data review and actual clinical observation by local healthcare professionals indicate
that the real need for lithotripsy services in the region may exceed the current demand
estimates available from the Tennessee Department of Health. To address such
anticipated demand, the proposed project will improve access to an important clinical
service in the region and seek to reduce burdens for many patients. The proposed project
will serve any and all patients needing lithotripsy procedures within the project service
area. ‘
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5. Describe the existing or certified services, including approved but unimplemented CONs, of

similar institutions in the service area. Include utilization and/or occupancy trends for each of
the most recent three years of data available for this type of project. Be certain to list each
institution and its utilization and/or occupancy individually. Inpatient bed projects must include
the following data: admissions or discharges, patient days, and occupancy. Other projects
should use the most appropriate measures, e.g., cases, procedures, visits, admissions, etc.

There are no “approved but unimplemented CONs” for ESWL services in the service
area. According to the Health Services and Development Agency’s Medical Equipment
Registry (i.e. latest available data in August 2014 showing 2013 Data), the only other
approved provider of lithotripsy services in the project’s service area is Lakeway
Hospital (owned and operated by CHS). However, although Lakeway Hospital has been
approval to operate mobile lithotripsy equipment seven days a week, Lakeway only
performed six (6) total procedures during most recent reporting year available via the
HSDA Medical Equipment Registry (2013) — and only six (6) total lithotripsy procedures
are reported on the 2013 Hospital Joint Annual Report for Lakeway Hospital
(http://health.state.tn.us/PublicJARS/Reports/hospital/Current/32252. pdf).

saith Gars Broviders that Operate Lithotribsy EquiBment in Project Sarvice Area

Prior to the filing of this CON application, the CHS/Lakeway leadership team provided
written confirmation that they are not opposed to this needed MHH project that will be
developed in an orderly manner (i.e. see Attachment B.l.b: Letter from CHS/Lakeway

Hospital).

. Provide applicable utilization and/or occupancy statistics for your institution for each of the

past three (3) years and the projected annual utilization for each of the two (2) years following
completion of the project. Additionally, provide the details regarding the methodology used to
project utilization. The methodology must include detailed calculations or documentation from

referral sources, and identification of all assumptions.

There are no historical utilization statistics for lithotripsy services at MHH since this
CON application seeks approval to initiate lithotripsy services and operate a vendor-

The projected annual utilization for each of the first three years following completion of
the project is summarized in the chart below:

Projected Annual Utilization for Year 1, Year 2, and Year 3:

Projected Annual Utilization Year 1: 2015 | Year 2: 2016 | Year 3: 2017
Mobile Lithotripsy Procedures 52 78 104 |
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Projected utilization methodology calculations, assumptions, and justifications for this
proposed project are summarized below:

County of Patient Origin | Approximate % | Year One | Year Two | Year Three
of Total Cases (2015) (2016) (2017)
Hamblen (PSA) 58 % 30 45 60
Grainger (SSA) 16.5 % 8 12 16
Claiborne* (SSA) 15.5 % 8 12 16
Jefferson (SSA) 6 % 3 5 6
Cocke (SSA) 2% 1 2 2
Other TN Counties** (TSA) 3% 2 2 4
Out of State*** (TSA) 0% 0 0 0
Total**** 100.0% 52 78 104 |
Notes:

e PSA = Primary Service Area; SSA = Secondary Service Area; TSA = Tertiary Service Area

« County of Patient Origin: please see both service area descriptions and justifications in Sections
C.3 and C.4 for background information regarding anticipated geographies of patient origin that are
reasonable for this project. The projected utilization anticipated from each county of the project
service area is significantly below the State's projected ESWL need levels anticipated for the next

three years.

o Claiborne* County: based upon recent experience by healthcare providers in Claiborne County*, the
Claiborne Medical Center (CMC) leadership team has confirmed that it anticipates sending at least
one or two patients each month to MHH if the ESWL service is approved so patient access in the
service area can be expanded. MHH is most easily accessible to many Claiborne County residents via
State Highway 25 E, as well as via other travel routes. Both MHH and CMC are clinically aligned

affiliates of Covenant Health.

e Other Tennessee (TN) Counties** from which MHH may draw a very few lithotripsy patients (i.e. up
to 3% collectively; representing only 2-3 patients combined annually for years 1-3 of the project)
include the following: Anderson, Sevier, Knox, Union, Campbell, Hancock, Hawkins, Greene,
Washington, Sullivan, and others.

o Out of State*** the apphcant expects that less than 1% of its total number of lithotripsy patients will be
“out-of-state” residents for Years 1-3 of the project. While it is a possibility that a few out-of-state
patients could be treated by the proposed MHH lithotripsy service each year, such patients have not
been included in the utilization projections for the project.

e Total**** projected ESWL utilization for the project is considered reasonable and conservative
considering projected need and population estimates from the Tennessee Department of Health;
documented outmigration from the service area to seek care in recent years; the significant and
increasing number of Kidney stone patients observed by providers in Hamblen county; and due to the
fact that anticipated ESWL procedure volumes for each of years 1-3 of the proposed MHH project are
significantly less than the total number of ESWL procedures performed at other Covenant Health
hospitals (outside the service area) for patients who reside within the project service area (i.e. as
summarized in Attachment C.1.a.3, which shows 120 combined procedures in 2013 from the MHH
lithotripsy project service area that were performed and reported by Fort Sanders Regional Medical
Center, Parkwest Medical Center, Methodist Medical Center, and LeConte Medical Center).
Moreover, strong physician support for this project, demographic considerations in the region that
should increase demand over time, and the anticipation of both increased patient access and general
community awareness about the benefits of ESWL services if the project is approved further support
the utilization projections for this CON application.
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ECONOMIC FEASIBILITY

2. Provide the cost of the project by completing the Project Costs Chart on the following page.
Justify the cost of the project.

All projects should have a project cost of at least $3,000 on Line F. (Minimum CON
Filing Fee). CON filing fee should be calculated from Line D. (See Application
Instructions for Filing Fee)

The cost of any lease (building, land, and/or equipment) should be based on fair
market value or the total amount of the lease payments over the initial term of the
lease, whichever is greater. Note: This applies to all equipment leases including
by procedure or “per click” arrangements. The methodology used to determine the
total lease cost for a "per click" arrangement must include, at a minimum, the
projected procedures, the "per click" rate and the term of the lease.

The cost for fixed and moveable equipment includes, but is not necessarily limited
to, maintenance agreements covering the expected useful life of the equipment;
federal, state, and local taxes and other government assessments; and installation
charges, excluding capital expenditures for physical plant renovation or in-wall
shielding, which should be included under construction costs or incorporated in a
facility lease.

For projects that include new construction, modification, and/or renovation;
documentation must be provided from a contractor and/or architect that support

the estimated construction costs.
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PROJECT COSTS CHART

Construction and equipment acquired by purchase:
ik

Architectural and Engineering Fees

Legal, Administrative (Excluding CON Filing Fee),
Consultant Fees

Acquisition of Site

Preparation of Site

Construction Costs

Contingency Fund

Fixed Equipment (Not included in Construction Contract)
Moveable Equipment (List all equipment over $50,000)
Other (Specify)

Acquisition by gift, donation, or lease:
1.

Facility (inclusive of building and land)

Building only

Land only

Equipment (Mobile Lithotripsy Equipment Lease*)
Other (Specify)

Financing Costs and Fees:
ill.

Interim Financing

Underwriting Costs

Reserve for One Year's Debt Service
Other (Specify)

Estimated Project Cost

(A+B+C)

CON Filing Fee
Total Estimated Project Cost
(D+E) TOTAL

REPLACEMENT PAGE 38
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0
315,900
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* Note: The mobile lithotripsy unit to be leased from a vendor is the only medical
equipment item over $50,000 needed for the project (line A.8 of the Project Costs Chart):

Moveable Equipment over $50,000 Cost**

Mobile Lithotripsy Device: MEDISPEC Econolith E3000, Model 3000 (SW-6) $ 315,900

** The estimated contract cost for the initial term of the mobile lithotripsy equipment lease
will be $ $315,900 — which represents a total cost of $ 1,350 per procedure (i.e. “per click”)
for 234 procedures anticipated for the initial equipment vendor contract term of 36 months
(Y1: 52 + Y2: 78 + Y3: 104 = 234 Total Procedures for Y1-Y3). .

Sé@ Attachment Ci Economic Feasibility. 1 = Preliminary Equipment Lease Quote

This total anticipated sum of lease payments for the initial contract term is greater than
the documented Fair Market Value of the equipment to be used for the project ($ 245,000).

SeelAttachment €. Economic Feasibility, 1= Equipment FMV Documentation

2. ldentify the funding sources for this project.

Please check the applicable item(s) below and briefly summarize how the project will be
financed. (Documentation for the type of funding MUST be inserted at the end of the
application, in the correct alpha/numeric order and identified as Attachment C; Economic

Feasibility-2.)

A.. Commercial loan--Letter from' lending institution or guarantor stating favorable initial
contact, proposed loan amount, expected interest rates, anticipated term of the loan,

and any restrictions or conditions;

B. Tax-exempt bonds--Copy of preliminary resolution or a letter from the issuing authority
stating favorable initial contact and a conditional agreement from an underwriter or

investment banker to proceed with the issuance;

C. General obligation bonds—Copy of resolution from issuing authority or minutes from
the appropriate meeting. -

D. Grants--Notification of intent form for grant application or notice of grant award; or
X E. Cash Reserves--Appropriate documentation from Chief Financial Officer.

F. Other—Identify and document funding from all other sources.
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Covenant Health, the parent company of Morristown-Hamblen Hospital, has sufficient
cash reserves to complete the proposed project at the estimated total project cost of

$ 328,900 for certificate of need purposes. However, there is no required capital outlay by
either MHH or Covenant Health for this project which simply creates operational access to
a vendor-owned mobile lithotripsy unit via a “per procedure” (“per click”) equipment lease
arrangement.

sedAitachment C; Economic Féasibility, 2 - Documentation of Funding Tybe

3. Discuss and document the reasonableness of the proposed project costs. If applicable,
compare the cost per square foot of construction to similar projects recently approved by the
Health Services and Development Agency.

There is no required construction or renovation cost for this project since an existing
operating room in the surgical department at MHH will be used for all lithotripsy
procedures to be performed using the mobile equipment that will be moved into the
suitable surgery suite when needed.

Therefore, the overall average cost per square foot of needed construction and/or
renovations for this project is $ 0.00 per square foot.

4. Complete Historical and Projected Data Charts on the following two pages — Do not modify
the Charts provided or submit Chart substitutions! Historical Data Chart represents revenue
and expense information for the last three (3) years for which complete data is available for
the institution. Projected Data Chart requests information for the two (2) years following the
completion of this proposal. Projected Data Chart should reflect revenue and expense
projections for the Proposal Only (i.e., if the application is for additional beds, include
anticipated revenue from the proposed beds only, not from all beds in the facility).

The following two pages contain: 1) the completed Historical Data Chart for
Morristown-Hamblen Hospital and 2) the Projected Data Chart for the proposed mobile

lithotripsy project. '

(
5. Please identify the project's average gross charge, average deduction from operating
revenue, and average net charge.

The project’s average projected gross charge, average estimated deduction from
operating revenue, and average projected net charge are presented below. No
adjustments for inflation are assumed.

Average Projected “Gross Charge” = $14,988

Average Estimated “Deduction” = $11,160
Average Projected “Net Charge” = $3,828
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HISTORICAL A CHART SUPPLEMENTAL #1
Give information for the last three (3) years for which complete data are avail{BEtORRE Zit?G14

agency. The fiscal year begins in January. 10:28 am
Year 2011 Year 2012 Year 2013
A. Utilization Data (Adjusted Admissions) 15,164 15,189 14,657
B. Revenue from Services to Patients
1 Inpatient Services 129,246,391 127,869,431 137,313,106
2 Outpatient Services 144,821,406 161,046,096 151,182,054
3 Emergency Services 17,366,623 17,685,638 17,302,302
Other Operating Revenue (Specify):
4 Cafeteria, Gift Shop, efc. 2,275,139 2,340,721 2,795,001
Gross Operating Revenue 293,709,559 308,941,886 308,592,462
C. Deductions from Revenue
1 Contractual Adjustments 179,403,258 193,915,995 198,813,844
2 Provision for Charity Care 14,161,394 12,707,142 12,564,453
3 Provisions for Bad Debt 15,688,309 18,531,240 12,122,619
Total Deductions 209,252,961 225,154,377 223,500,916
NET OPERATING REVENUE 84,456,598 83,787,509 85,091,546
D. Operating Expenses
1 Salaries and Wages 34,202,053 30,774,732 29,043,945
2  Physician's Salaries and Wages 2,113,712 2,796,141 172,764
3 Supplies 22,468,530 21,556,295 21,941,369
4 Taxes 148,782 201,093 116,243
5 Depreciation 5,449,733 6,163,969 6,912,324
6 Rent 231,234 404,662 74,226
7 Interest, other than Capital 82,913 71,787 67,330
8  Management Fees:
a. Fees to Affiliates 2,450,000 3,876,179 4,154,126
b. Fees to Non-Affiliates 5 - -
9  Other Expenses (Specify):
1. Benefits 6,122,737 6,467,888 5,081,545
2. Maintenance 2,612,335 2,317,557 2,048,630
3. Energy, Water & Telephones. 1,629,794 1,696,544 1,547,585
4. Professional Services & Insurance 7,663,297 7,388,130 6,542,444
5. Equipment Leases 1,000,078 639,540 809,624
6. Other Expense 1,015,515 1,055,631 3,000,089
Total Other Expenses 20,033,756 19,565,290 19,029,917
Total Operating Expenses 87,180,713 85,410,148 81,512,244
Other Revenue (Expenses) — Net (Specify):

" Contributions, Grants, Interest Income, efc. (253,313) 2,560 (11,130)
NET OPERATING INCOME (LOSS) (2,977,428) (1,620,079) 3,568,172
F. Capital Expenditures

Retirement of Principal
Interest - 6,205 6,205
Total Capital Expenditures - 6,205 6,205
NET OPERATING INCOME (LOSS) (2,077,428) (1,626,284) 3,561,067

LESS CAPITAL EXPENDITURES

*Replacement page #41
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PROJECTED DATA CHART

()]

SUPPLEMENTAL #1
Octolier 29, 2014
10:28'am
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Give information for the two (2) years following the completion of this proposal. The fiscal year begins in

January.

A. Utilization Data (Lithotripsy Procedures)
B. Revenue from Services to Patients

1 Inpatient Services

2 Outpatient Services

3 Emergency Services

4  Other Operating Revenue (Specify)

Gross Operating Revenue

C. Deductions from Gross Operating Revenue

1 Contractual Adjustments
2 Provision for Charity Care
3 Provisions for Bad Debt
Total Deductions

NET OPERATING REVENUE
D. Operating Expenses

Salaries and Wages
Physician Salaries and Wages
Supplies
Taxes
Depreciation
Rent
Interest, other than capital
Management Fees:
a. Fees to Affiliates
b. Fees to Non-Affiliates
9  Other Expenses
1 Radiogy, Lab and Anesthesia
2 PACU&OR
3 Equipment Lease
Total Other Expenses

O NHODWN -

Total Operating Expenses
E. Other Revenue (Expenses) — Net (Specify)
NET OPERATING INCOME (LOSS)
F. Capital Expenditures
1 Retirement of Principal
2 Interest
Total Capital Expenses

NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES

*Replacement page #42

Year 1 Year 2
52 78
36,631 54,947
742,761 1,114,142
779,393 1,169,089
518,296 777,444
34,293 51,440
27,731 41,596
580,320 870,480
199,072 298,609
8,164 12,246
6,500 9,750
6,604 9,906
57,200 85,800
70,200 105,300
134,004 201,006
148,668 223,002
50,404 75,607
50,404 75,607
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A. Please provide the current and proposed charge schedules for the proposal. Discuss any

adjustment to current charges that will result from the implementation of the proposal.
Additionally, describe the anticipated revenue from the proposed project and the impact
on existing patient charges.

The average projected gross charge, average projected deduction from operating
revenue, and average projected net charge for the two years following the
completion of this proposal are presented below:

Average Projected “Gross Charge” = $14,988
Average Estimated “Deduction” = $11,160
Average Projected “Net Charge” = $3,828

These estimates for the proposed project are consistent with the actual experience
of Covenant Health (the parent company of MHH) for its existing mobile lithotripsy
services at other hospitals prior to the filing of this CON application.

Compare the proposed charges to those of similar facilities in the service area/adjoining
service areas, or to proposed charges of projects recently approved by the Health
Services and Development Agency. If applicable, compare the proposed charges of the
project to the current Medicare allowable fee schedule by common procedure terminology

(CPT) code(s).

The “average gross charge” per lithotripsy procedure when the new mobile service
begins is estimated to be $14,988 — with average deduction from operating revenue

estimated at $11,160 and average “net charge” (or net revenue) estimated at $3,828.
These estimates for the proposed project are consistent with the current charges of
Covenant Health for its existing mobile lithotripsy services prior to the filing of this

CON application.

Currently, the Medicare allowable fees for lithotripsy procedures at community
hospitals like MHH are $ 2,483.55 - $ 8,333.55:

e Inpatient - $2,483.55

e Outpatient - without complications $5,875.84

e Outpatient - with complications $8,222.55

Additionally, the proposed charges for the project are reasonable considering data

available about lithotripsy procedures at other approved sites in Tennessee.
/

HSDA Approved Lithotripsy Service Estimated Average Gross Charge
Lakeway Hospital (2013) $ 32,456
University Medical Center (2013) $ 31,585
Indian Path Medical Center (2013) $ 18,186
Physicians Regional Medical Center (2013) $ 17,842

Source: Tennessee HSDA Equipment Registry (August 2014)
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7. Discuss how projected utilization rates will be sufficient to maintain cost-effectiveness.

The proposed project is both cost-effective and viable. Anticipated utilization rates are
sufficient to produce positive cash flow for the project in Year 1, Year 2, and Year 3 — and
will be sufficient to maintain operations over time. Additionally, MHH anticipates that a
positive Net Operating Income will be achieved for each year of the project, beginning in
Year 1.

Projected Annual Utilization Year 1 Year 2 Year 3
Mobile Lithotripsy Procedures 52 78 104
Financial Feasibility

Net Operating Revenue 199,072 | 298,609 | 398,145
Net Operating Income 50,404 75,607 100,809

Beyond initial conservative projections, it is expected that mobile lithotripsy utilization in
the region may actually grow modestly in the foreseeable future due to demographic
factors and increasing demand across the region over time.

MHH will continue to serve all patients regardless of race, ethnicity, age, gender, or
income level.

8. Discuss how financial viability will be ensured within two years; and demonstrate the
availability of sufficient cash flow until financial viability is achieved.

The proposed project is economically feasible and viable. The positive cash flow
projected for each year of the project will be sufficient to maintain operations over time -
and MHH anticipates that a positive Net Operating Income will be achieved within each
year of the project, beginning in Year 1. There is no direct capital expense to MHH or
Covenant Health for the proposed project (or related depreciation expense). Regardless,
the applicant has adequate financial resources to cover the entire cost of the project as a
Covenant Health affiliate.

Projected Annual Utilization Year 1 Year 2 Year 3
Mobile Lithotripsy Procedures 52 78 104
Financial Feasibility

Net Operating Revenue 199,072 298,609 398,145
Net Operating Income 50,404 75,607 100,809
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Discuss the project’s participation in state and federal revenue programg; including a
description of the extent to which Medicare, TennCare/Medicaid, and medically indigent
patients will be served by the project. In addition, report the estimated dollar amount of
revenue and percentage of total project revenue anticipated from each of TennCare,
Medicare, or other state and federal sources for the proposal’s first year of operation.

Historically, MHH has provided a significant level of care to patients participating in
TennCare and Medicare funded programs. The proposed mobile lithotripsy project
assumes that participation in these government sponsored programs will continue.

The following table projects the estimated dollar amount of gross revenue associated
with patients covered by these two government programs.

First Year of Operation
Estimated Gross Revenue % of Gross Revenue
TennCare $ 116,909 15%
Medicare $ 444,245 57%

Provide copies of the balance sheet and income statement from the most recent reporting
period of the institution and the most recent audited financial statements with accompanying
notes, if applicable. For new projects, provide financial information for the corporation,
partnership, or principal parties involved with the project. Copies must be inserted at the
end of the application, in the correct alpha-numeric order and labeled as Attachment C,

Economic Feasibility-10.

See Attachment C, Econoniic Feasibility, 10 — Financial Statements
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11.  Describe all alternatives to this project which were considered and discuss the advantages
and disadvantages of each alternative including but not limited to:

(a) A discussion regarding the availability of less costly, more effective, and/or more efficient
alternative methods of providing the benefits intended by the proposal. If development
of such alternatives is not practicable, the applicant should justify why not; including
reasons as to why they were rejected.

This CON application seeks approval to initiate lithotripsy services and operate a
vendor-owned mobile lithotripsy device that currently exists in the service area.
The proposed equipment for the project is a clinically appropriate and proven
lithotripsy unit that has plenty of open capacity available to meet the needs of
MHH, its medical staff, and its patients for the foreseeable future. Moreover, the
proposed arrangement to make mobile lithotripsy equipment available at MHH
allows provider flexibility and represents a unique opportunity for orderly and
efficient collaboration within Hamblen County.

This selected alternative to increasing access to lithotripsy services in Hamblen
County is the most practical, cost-effective, efficient, and orderly way to introduce
a new lithotripsy service on site at MMH. The project seeks to utilize (i.e. share)
medical equipment that already exists within the service-area in a manner
supported by the existing vendor, that will not be opposed by the only existing
provider of mobile lithotripsy services within Hamblen County, and that requires
no capital outlay by MHH, it's parent company, or it's medical staff.

~

Other options considered inciude the following:

» Do nothing — not an acceptable option for the MHH medical staff and
other community physicians due to increasing demand for lithotripsy
services on site at MHH, as well as because of significant outmigration
burdens for many patients who need lithotripsy procedures

e MHH Acquisition of Lithotripsy Equipment — this option was rejected
since it would be more costly to the applicant; would create unneeded,
duplicative, and competing excess capacity in the region; would not
utilize existing resources available in the service area with open capacity
to address needs via an orderly equipment sharing arrangement
supported by a reputable and proven vendor.

(b) The applicant should document that consideration has been given to alternatives to new
construction, e.g., modernization or sharing arrangements. It should be documented
that superior alternatives have been implemented to the maximum extent practicable.

Not applicable. This project requires no construction or renovation expense.
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CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTH CARE

1.

List all existing health care providers (e.g., hospitals, nursing homes, home care
organizations, etc.), managed care organizations, alliances, and/or networks with which the
applicant currently has or plans to have contractual and/or working relationships, e.g., transfer
agreements, contractual agreements for health services.

Morristown-Hamblen Hospital has contracts with the following managed care
organizations and intends to contract with them for the proposed project as well.

Aetna

Beech Street

Blue Cross Blue Shield of TN — Commercial (Network P, Network S)
BlueCare/TennCare

Blue Cross Blue Shield of TN — Medicare Advantage
BlueGrass Family Health — Commercial

CCN - Commercial

CHA Provider Network — Commercial

CIGNA (Includes Great West) — Commercial
Humana ChoiceCare — Commercial :
Humana Medicare Advantage

Initial Group — Commercial

MedSave USA - Commercial

Multiplan - Commercial

National Provider Network — Commercial

PHCS - Commercial

Tri-Care (Champus) — Military

United HealthCare — Commercial

United HealthCare Medicare Advantage

United HealthCare Community Plan /TennCare
USA Managed Care Organization — Commercial

In addition to managed care contracts, the applicant will have appropriate transfer
agreements and working arrangements with hospitals and other . healthcare

organizations. "

Describe the positive and/or negative effects of the proposal on the health care system.
Please be sure to discuss any instances of duplication or _competition arising from your
proposal including a description of the effect the proposal will have on the utilization rates of
existing providers in the service area of the project.

The project will have a positive effect on the service area. MHH simply seeks to initiate
mobile lithotripsy services at a convenient and well-know location at its main hospital
campus. The project proposes to use existing vendor-owned mobile lithotripsy equipment
that is currently operational in the service area and that has significant open capacity that
is sufficient to meet the needs of MHH patients and physicians in the service area.
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The proposed mobile lithotripsy project will have a positive impact because it expands
access to a needed service in the community while enhancing the clinical capabilities of
the not-for-profit community hospital Hamblen County. The proposed location of the
mobile lithotripsy unit will make scheduling easy and efficient, utilizing existing staff and
support infrastructure to ensure a “patient-friendly” and “physician-friendly” environment
for needed lithotripsy procedures within the service area. The proposed lithotripsy
services will be operated as a fully-integrated component of the MHH campus - providing
direct connectivity to the Surgery, Emergency, Imaging, and Medical Staff functions of the
hospital. The project will utilize the same qualified leadership and appropriately trained
staff that currently support other areas of the medical center.

The project will not have a negative effect on the service area — and does not require
unnecessary duplication of healthcare services in the region. This project does not add
another mobile lithotripsy unit to the project service area — rather, the project will improve
mobile lithotripsy access within the region by initiating such services at another location
via the orderly and efficient use of an existing vendor-owned lithotripsy unit that has been
underutilized historically. Lakeway Hospital (owned and operated by CHS), the only
existing provider of lithotripsy services in the project service area, has provided a letter to
confirm that it is not opposed to the project.

The project represents a logical addition to MHH’s existing mix of clinical services within
Hamblen County to better serve its patients and affiliated physicians in an orderly manner.
Like all other hospital-based services provided by MHH, this project will be accessible to
all patients in the region since MHH is a contracted provider with all area TennCare MCOs
and has a long history of serving all patients regardless of race, ethnicity, gender, age, or
income level. The project addresses evolving community needs and the expressed
opinions of providers who serve many patients from the project service area. Moreover,
this project reflects the ongoing commitment of MHH to invest in needed community
healthcare resources locally — and does not create financial and legal risk for other
community healthcare providers.
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3. Provide the current and/or anticipated staffing pattern for all employees providing patient care

for the project. This can be reported using FTEs for these positions. Additionally, please
compare the clinical staff salaries in the proposal to prevailing wage patterns in the service
area as published by the Tennessee Department of Labor & Workforce Development and/or

other documented sources.

Staffing Pattern & Wage Comparisons

Planned Wage
at Estimated MHH MHH
Position FTE's Market Rate Minimum Maximum
Surgery RN* (Lithotripsy Trained) < .05 FTE $ 23.45/ hour $18.10 $29.60
Pre/Post-Op RN* (Lithotripsy Trained) <.,05 FTE $ 23.45 / hour $18.10 $29.60
Surgery Tech* (Lithotripsy Trained) <.05 FTE $ 18.23 / hour $13.38 $21.11
Office and Logistics Support Staff* < .05 FTE $ 11.35/ hour $9.26 $13.70 |

* Represents existing staff (FTEs) within the MHH Surgery Department

Source notes: on behalf of its affiliates, including MHH, and for clinically-oriented positions, Covenant Health
currently “subscribes to and/or participates in the following salary survey sources and might use them
individually or in combination to ascertain and establish market competitive salary levels: Tennessee
Hospital Association Annual Salary Survey, W.M. Mercer - Integrated Health Network Annual Salary Survey;
Towers Watson - Hospital & Healthcare Management Compensation Report; Towers Watson - Hospital &
Healthcare Professional, Nursing, & Allied Services Compensation Report, Hospital & Healthcare Comp
Services — Homecare Salary and Benefits Survey; Sullivan, Cotter & Associates — Hospital & Healthcare
Manager & Executive Comp Survey; Economic Research Institute - Complete Consultant Series (Salary

Assessor, Executive Comp Assessor, Geographic Assessor).

Discuss the availability of and accessibility to human resources required by the proposal,
including adequate professional staff, as per the Department of Health, the Department of
Mental Health and Developmental Disabilities, and/or the Division of Mental Retardation

Services licensing requirements.

The proposed project will utilize existing Surgery Department leadership and staff from
MHH. Additionally, there are no current indications that the required employees for
this project will be difficult to identify and/or hire within the proposed service area.
MHH and Covenant Health have a proven track record of finding, hiring, and
developing excellent clinical staff across service lines .in conjunction with affiliated

physicians.

. Verify that the applicant has reviewed and understands all licensing certification as required
by the State of Tennessee for medical/clinical staff. These include, without limitation,
regulations concerning physician supervision, credentialing, admission privileges, quality
assurance policies and programs, utilization review policies and programs, record keeping,
and staff education.

The applicant has reviewed and understands all licensing certification as required by
the State of Tennessee for medical/clinical staff.
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6. Discuss your health care institution’s participation in the training of students in the areas of
medicine, nursing, social work, etc. (e.g., internships, residencies, etc.).

Covenant Health affiliated entities, including Morristown-Hamblen Hospital, have a
strong history of training many students in clinical areas that enhance community
healthcare within East Tennessee. It is likely that the proposed project will benefit
from and participate with such ongoing training efforts and relationships with training
programs in the region.

7. (@) Please verify, as applicable, that the applicant has reviewed and understands the
licensure requirements of the Department of Health, the Department of Mental Health
and Developmental Disabilities, the Division of Mental Retardation Services, and/or any
applicable Medicare requirements.

The applicant has reviewed and understands the licensure requirements of the
Department of Health, the Department of Mental Health and Developmental
Disabilities, the Division of Mental Retardation Services, and/or any applicable
Medicare requirements.

(b) Provide the name of the entity from which the applicant has received or will receive
licensure, certification, and/or accreditation.

Licensure: Tennessee Department of Health
Accreditation: The Joint Commission

(c) If an existing institution, please describe the current standing with any licensing,
certifying, or accrediting agency. Provide a copy of the current license of the facility.

MHH is in good standing with the Tennessee Department of Health (TDH) and The
Joint Commission (TJC).

= T e T L S T T g T
3 2

Sée Attachment C;Orderly Development; 7:c

d'TJC Certificate

(d) For existing licensed providers, document that all deficiencies (if any) cited in the last
licensure certification and inspection have been addressed through an approved plan of
correction. Please include a copy of the most recent licensure/certification inspection
with an approved plan of correction.

MHH has addressed all deficiencies cited in recent certifications and inspections.

s i e e
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See Attachment.C; Orderly Development; 7.d. = Inspections ‘& Corrections

8. Document and explain any final orders or judgments entered in any state or country by a
licensing agency or court against professional licenses held by the applicant or any entities or
persons with more than a 5% ownership interest in the applicant. Such information is to be
provided for licenses regardless of whether such license is currently held.

Not applicable.
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Identify and explain any final civil or criminal judgments for fraud or theft against any person
or entity with more than a 5% ownership interest in the project.

Not applicable.

If the proposal is approved, please discuss whether the applicant will provide the Tennessee
Health Services and Development Agency and/or the reviewing agency information
concerning the number of patients treated, the number and type of procedures performed,

and other data as required.

If requested by the Tennessee Health Services and Development Agency and/or the
reviewing Agency, the applicant will provide statistics regarding the number of
patients treated, the number and type of procedures performed, and other data as

required.
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PROOF OF PUBLICATION

Attach the full page of the newspaper in which the notice of intent appeared with the mast
and dateline intact or submit a publication affidavit from the newspaper as proof of the
publication of the letter of intent.

See Attachment = Proof of Publication

DEVELOPMENT SCHEDULE

Tennessee Code Annotated § 68-11-1609(c) provides that a Certificate of Need is valid for a
period not to exceed three (3) years (for hospital projects) or two (2) years (for all other
projects) from the date of its issuance and after such time shall expire; provided, that the
Agency may, in granting the Certificate of Need, allow longer periods of validity for
Certificates of Need for good cause shown. Subsequent to granting the Certificate of
Need, the Agency may extend a Certificate of Need for a period upon application and good
cause shown, accompanied by a non-refundable reasonable filing fee, as prescribed by
rule. A Certificate of Need which has been extended shall expire at the end of the
extended time period. The decision whether to grant such an extension is within the sole
discretion of the Agency, and is not subject to review, reconsideration, or appeal.

1. Please complete the Project Completion Forecast Chart on the next page. If the project
will be completed in multiple phases, please identify the anticipated completion date
for each phase. '

2. If the response to the preceding question indicates that the applicant does not
anticipate completing the project within the period of validity as defined in the
preceding paragraph, please state below any request for an extended schedule and
document the “good cause” for such an extension.
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PROJECT COMPLETION FORECAST CHART i

[P

e

Enter the Agency projected Initial Decision date, as published in Rule 68-1 1-1609(&)’5 January 2015

Assuming the CON approval becomes the final agency action on that date; indicate the number of
days from the above agency decision date to each phase of the completion forecast.

Phase Days Required  Anticipated Date

(Month/Day)

1. Architectural and engineering contract signed 0 N/A

2. Construction documents approved by the Tennessee 0 N/A

Department of Health

3. Construction contract signed 0 N/A

4. Building permit secured 0 N/A

5. Site preparation completed 0 N/A

6. Building construction commenced - 0 N/A

7. Construction 40% complete 0 N/A

8. Construction 80% complete 0 N/A

9. Construction 100% complete (approved for occupancy) 0 N/A

10. *issuance of license 0 N/A

11. *Initiation of service 1 February 1-15, 2015

12. Final Architectural Certification of Payment 0 N/A

13. Final Project Report Form (HF0055) 1 April 1, 2015

* For projects that do NOT involve construction or renovation: please complete items 10 and 11 only.

Note: If litigation occurs, the completion forecast will be adjusted at the time of the final
determination to reflect the actual issue date.
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AFFIDAVIT

STATE OF TENNESSEE

COUNTY OF KI\/O)(

‘Ke “PMQ /I d O, being first duly sworn, says that he/she is the applicant named

in this application or his/her lawful agent, that this project will be completed in accordance with the
application, that the applicant has read the directions to this application, the Tennessee Health Services
and Development Agency and T.C.A. § 68-11-1601, et seq., and that the responses to questions in this
application or any other questions deemed appropriate by the Tennessee Health Services and

Development Agency are true and complete.
M {/ JD SNTEG I PANIING

+ DPEUEZCPMENT™

Signature/Title

Sworn to and subscribed before me this the | 0 day of O@JObef 20 / __& aNotary
Public in and for the County of 4( N'O,Y , State of Tennessee.

ARY PUBLIC

N
My Commission expires 9/ 50/ CQO/ 5 .

HF-0056
Revised 7/02 - All forms prior to this date are obsolete
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Organizational Chart
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Physician Support Letters
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{423) 4929000

nnyalilislorg

Eniorgenty & Crllal Care
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Morristovin Regiondl -
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Women's & Childreat's Coniter

Women's Health Speciulist

Chief of Staff
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MORRISTOWN-HAMBLEN
HEALTHCARE SYSTEM

Covenant

FIEALTH.

September 16, 2014

Ms. Melanie M. Hill
Executive Director

‘Tennessee Health Services and Development Agency

Andrew Jackson Building, Ninth Floor
502 Deaderick Street
Nashville, TN 3’7214'3

Dear Ms. Hill:

As the.Chief of Staff for Morristown-Hamblen Hospital, | am wiiting in support of the Certificate
of Need filed for lithotripsy services at out: hospital. There are a significant humber of stone
cases in our area, and we now have a well- -gualified urologist at our: ‘hospital to treat these:
patients locally. Having this service:at Morristown-Hamblen Hospital will enable us to bétter
care for our patients through more timely and efficient care of patients requiring lithotripsy
procedures—and to reduce the significant pain and discomfort commonly assoclated with
Kidney stones.

Approval of this project for mobile lithotripsy: services will improve:patient access In our region,
reduce patient burdens, and:address specific clinical néeds of our growing medical staff.

ahin Assadnia, M.D.

Morristown Hamblen Healthcare System
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TEANMHealth.

265 Brookview Centre Way Suite 400 e Knoxville TN 37918
p 800.818.1498 e 865.693.1000

September 12,2014 www.teamhealth.com

Melanie M. Hill, Executive Director

State of Tennessee

Health Services and Development Agency
Andrew Jackson Building, Ninth Floor
502 Deaderick Street

Nashville, TN 37243

RE: Momistown-Hamblen Hospital, Mobile Lithotipsy Certificate of Need
Dear Ms, Hill:

As the Medical Director of the Emergency Department at Motristown Hamblen Hospital, | am writing in
support of the CON application for the much needed mobile lithotripsy services at Motristown Hamblen

Hospital.

We see over 300 kidney stone related patients each year. While not all of these patients are candidates for
lithotripsy procedures, having this impor tant clinical service available at our facility would reduce the
burdens of travel time, referral logistics, and siguificant discomfort for the many patients who would
benefit from having the service available on site. :

On behalf of the many physicians and staff with whom I work, 1 ask the Agency to support this Certificate
of Need application for mobile lithotripsy services which will benefit the patient population we serve
from Hamblen and surrounding counties.

Sincere

e

Jackie Livesay, MD

i

Medical Director

MHHS Emergency Department
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Hamblen

Urology Clinic

Phillp Serbm MD

September 15, 2014

Melanie M. Hill, Executive Director
State.of Tenriessee

Health Services and Development Agency
Andrew Jackson Building, Ninth Floor
502 Deaderlck Street

Dear Ms. Hill:
As a urologist practicing at Morristown-Hamblen Hospital, | have seen a significant and

growing number of patients with Kidney stones that would benefit greatly from lithotripsy
services at-our hospital campus. This gervice is currently not available at our hospital.

Lithotripsy is.a safe and effective method of treating kidrey stones, and | belieye the
utilization projections within the MHH certificate of need appllcauon are both realistic
and conservative based upon the patient population in our region and my clinical
experience here in Morristown, Tennessee, Moreover; as a physician who has been
caring for urology patients for more than 20 years, | believe l|thotr|psy is a heeded
service at our hospital and would benefit aur patients and commumty greatly;

| respectfully urge members of the Tennessee Health Services and Development
Agency to approve the CON application for mobile lithotripsy services at Morristown
Hamblen Hospital.

Sincerely,

B S,

Philip Serbin, MD
Urologist

701 McFarland Street ® Morristown, TN 37814
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Letter from CHS/Lakeway Hospital
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LAKEWAY

REGIONAL HOSPITAL
“Quality Care - Right Here”
July 22,2014
Ms. Melanie M. Hill, Executive Director
State of Tennessee
Health Services and Development Agency
Andrew Jackson Building, Ninth Floor

502 Deaderick St
Nashville, TN 37243

Re: Morristown-Hamblen Healthcare System- Lithotripsy

Dear Ms. Hill,

We have received communication from Leadership at Morristown-Hamblen Healthcare System
that they are exploring opportunities to perform Lithotripsy. If or when this happens we would
not oppose their application.

If you have any further questions, please contact me at 423-522-6004,

SOL'QZ | Zﬂ"wa/

Clyde Wood
Chief Executive Officer

726 McFarland Street « Morristown, Tennessee 37814 + (423) 522-6000
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FDA Approval



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

MAY 2 5 2004

Mr. Anil Dhingra

VP and COO

Medispec Ltd.

12850 Middlebrook Rd., Suite 1
GERMANTOWN MD 20874

[E : e T e e

Re: "K040461 o o '
Trade/Device Name: Econolith™ E3000, Model 3000 (SW-6)
Regulation Number: 21 CFR §876.5990
Regulation Name: Extracorporeal shockwave lithotripter
Regulatory Class: II

" Product Code: 78 LNS
Dated: May 4, 2004
Received: May 4, 2004

Dear Mr. Dhiiigra:

We. have r&wewcd your Section 510(k) premarket notlﬁcanon of intent-to ma:kct the device
referenced above and have determined the device is substantlally equxvalcnt (for the indications
for use stated in the enclosure) to legally rharketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Dévice Amendmerits, or to
devices that have beeri reclassified in accordarice with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to'the gcncra.l controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal chulatlons, Title 21, Parts 800 to 898. In addition, FDA may
pubhsh further announcements concermng your dévice in the Federal Register.

‘c‘
Plcase be advised that FDA’s jssuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requlrements of the Act
or any Federal statutes and rcgulatlons administered by other Federal agencies. You must
comply with all the Act’s reqlirements, mcludmg, but not limited to: registration and listing
(21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (sectlons 531- 542 of the Act); 21 CFR 1000 1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device

to proceed to the market.

[€you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Office of Compliance at one of the following numbers, based on the > regulation

number at the top of the letter:

8xx. Ixax : (301) 594-4591
876.2x0cx, 3wk, 4ok, Sxxx. (301) 5944616
884. 2300, 3xxx, 4xx, Sxxx, 6xoxx (301).5944616

892.2xxx, 310, 41K, 5100 (301) 594-4654
 Other (301) 594-4692

Additionally, for questions oa the promotion and advertising of your device, please‘contact the
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, “Misbranding
by reference to premarket notification” (21CFR Part 807.97) you may obtain. Other general
information on your responsibilities under the Act may be obtained from the Division of Small
Manufacturers, International and Consumer Assistance &t its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Intemct address http://www.fda.gov/cdrh/dsma/dsmamain. html.

Sincerely yours,

I7YMGWC- gv/}jﬂﬁ%

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



85 ECONOLITH™ E3000
Medispec Ltd. : SPECIAL Premarket Notification 510(k)

Indications for Use

510(k) Number (if known): _[c OY OY (|

Device Name: Econolith ™ E3000

Indications For Use: The Ecornolith™ E3000 is indicated for use in non-invasive
fragmentation of upper urinary tract stones between 5 and 20 mm in size.

Prescription Use / AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) : (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUING ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Oﬁiée‘ of Device Evaluation (ODE)

Page 1 of 1

(Division Sign-Off) ;
Division of Reproduct{ve, Abdortrinal,
and Radiological Devices

510(k) Number_ 7‘\’9 L{DL{@ /
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Attachment B.Il.E.2

Picture of Mobile Lithotripsy Equipment
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Attachment B.Il.E.2.d

Equipment FMV Letter
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é/é

MEDISPEC

n"‘-‘h

The Sound Alternative to Surgery

September 5, 2014

Morristown-Hamblen Hospital
903 West Fourth North Street
Morristown, TN 37814

Dear Ms. Amy Hermndon:

Medispec Ltd. proposes to use our Econolith™ E3000, Model 3000 (SW-6) Lithotripsy Device,
which is currently providing service to Lakeway Regional Hospital, located at 726 McFarland St,
Morristown, TN 37814, to provide services at Morristown-Hamblen Hospital. The Equipment is
being underutilized. This will allow Morristown-Hamblen Hospital to share the existing
lithotripsy equipment in the service area in collaboration with Medispec and Lakeway Regional
Hospital to address community needs.

The Fair Market Value (FMV) of existing equipment is $245,000.00.

Sincerely, Q

—_

il Dhingra
Vice President & Chief Operating Officer
Medispec Ltd.

203 Perry Parkway, Suite 6 « Gaithersburg, MD 20877-2169
Toll Free: 888-663-3477 « Tel: 301-944-1575 « Fax: 301-972-6098
Email: info@medispec.com ¢ Web: www.medispec.com
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See Attachment B.II.LE.3

Equipment Lease Proposal
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'y QUOTATION

ﬁ:’n

/*""'

A

MEDISPEC QUOTATION No. 14085
MEDISPEC LTD. -
203 Perry Parkway, Suite 6 IS;:S: Representative: _I](,:lr; gihuzlgem
Gaithersburg, MD 20877 . '
aithersburg Delivery Date: 30-45 days ARO

888-663-3477

TO

WE SUBMIT THE FOLLOWING i PAGE QUOTAT’ION
% 12 :

Valid Until: January 31, 2015

Morristown-Hamblen Healthcare System
Attn: Ms. Amy Herndon, CFO

908 West Fourth North Street
Morristown, TN 37814

1 Econolith™ MEDISPEC EXTRACORPOREAL SHOCK
E3000 WAVE LITHOTRIPSY SYSTEM*
Model 3000 One (1) Shock Wave Generator & Control Unit
(SW-6) One (1) Standard 4-axis Treatment Table

One (1) Operation & Service Manual

Price per procedure: $1,350.00 each

INCLUDES ALL CONSUMABLE PARTS FOR TERM OF CONTRACT

Price includes on-site installation, and training.

This agresment is entered into between Medispec Ltd, and the undersigned customer in consideration of the payments provided for in this agreement. Subject to the terms and

conditions set forth on the ) of this agr , Medispec Ltd. agrees to supply the equipment listed above.

(d

Special Terms:

1.

The above fee per use proposal is based on a commitment of three (3) years.

2. Customer agrees to pay for a minimum of nine (9) procedures per quarter. The full year(s) billing for this agreement will run thirty-six (36) months

B w

Coasll antn

from the first of the month following the date of installation.

*Customer to provide a suitable C-arm to use in conjunction with the Lithotripter.

Customer has the option to have Medispec provide transportation of the ESWL system (without C-arm) between Lakeway Regional Hospital and
Morristown-Hamblen Hospital, on a predetermined schedule, for a charge of $300 per transport.

The price includes on site installation, end-user training, equipment maintenance and supplies for the term of the agreement.

Customer to provide personnel to operate the equipment.

Customer will be responsible for the payment of any Federal, State or County taxes related to the Equipment.

Payment tertn: Net thirty (30) days.

CUSTOMER

SIGNATURE of
Authorized Person:

PRINT NAME & TITLE:

DATE:
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MEDISPEC LTD. (“MEDISPEC”), OFFICIAL TERMS AND CONDITIONS OF ESWL RENTAL

Delivery, Installation, billing start date and Training.

a.  Medispec, Ltd. will, at its cost and expense, deliver and install the Equipment in a focation specified by Customer that is suitable for the use
and operation of the Equipment (the “Equipment Location™). Customer shall be responsible for ensuring that the Equipment Location is
suitable for the use and operation of the Equipment. Customer shall not remove the Equipment from Equipment Location unless it shall
receive Medispec's written permission.

b.  The term of this Agreement will begin on the first day the equipment is used for Patient Treatments at Equipment Location. This Agreement
includes a minimum number of treatments to be billed per month. Medispec will bill the actual number of treatments from the date of
installation to the first of the following month.

c.  Medispec will provide, at its cost and expense, on-site, applications training to the staff of Customer in the use of the Equipment. The
maximum number of such training sessions will be two (2) per year. For any additional training sessions, Medispec shall charge Customer
a mutually agreeable price. Each training session will last for a period of two (2) days and shall include a complete on-site, applications
training for the use and operation of the Equipment.

Default and Remedies.

If Customer i) fails to pay any payment hereunder within sixty days of date due or ii) fails to perform any of the other terms, convenants of
conditions of this Agreement after thirty (30) days written notice, or iii) becomes insolvent or makes an assignment for the benefit of creditors, or
iv) a receiver, trustee, conservator or liquidator is appointed on behalf of Customer with or without Customer’s consent, Customer shall be in
default under this Agreement and Medispec may, to the extent permitted by applicable law, exercise any one or more of the fol lowing remedies:
I) declare due, sue for and receive from Customer the sum of all Usage Fees and other amounts due and owing under this Agreement; 1) take
immediate possession of the Equipment; IIT) require Customer to return all Equipment at Customer’s expense to a place reasonably designated by
Medispec; IV) Medispec shall charge Customer for all reasonable expenses incurred in connection with the enforcement of any remedies,
including all costs of collection, reasonable attomey’s fees, and court costs.

License and Permits.
At all times during the Term of this Agreement, Customer will maintain all licenses, permits and other certifications required by applicable law
and regulation for Customer’s provision of ESWL Services.

Insurance.

During the term of this Agreement, Customer shall maintain or cause to maintain the following insurance coverage from and with an insurance

company having a rating of A.M. Best and Company of at least “A-“ or higher:

a.  Customer shall maintain malpractice insurance coverage for its insurance provision of medical and Hospital Services where the limits of
such insurance coverage are no less than One Million Dollars ($1,000,000.00) per occurrence and Three Million Dollars ($3,000,000.00)
aggregate. _ _

b.  Customer shall maintain a One Million Dollar ($1,000,000.00) general liability policy covering all personal property liability resulting from
or related to Customer and its facilities. Customer dgrees to keep the Equipment fully insured against loss, naming Medispec as loss payee.
Customer agrees to include Medispec as an insured party on the policy and to provide Medispec with certificates or other evidence of
insurance.

c.  Each physician using or operating the Equipment will, at all times, maintain individual or group practice malpractice insurance having
coverage of at least One Million Dollars ($1,000,000) per occurrence and Three Million Dollars ($3,000,000.00) aggregate.

Equipment Maintenace.

Medispec shall be responsible for all maintenance of the Equipment. Customer shall notify Medispec immediately of any malfunction to the
Equipment. Medispec shall, within forty eight (48) hours after being notified by Customer, send a technician to repair the Equipment. Customer
shall provide Medispec with access to the Equipment at reasonable times during which the Equipment is located at the Equipment location.

Damage.
Customer shall be responsible for any damage caused to the Equipment while the Equipment is located at Equipment Locatlon except for
ordinary wear and tear or for damage caused by the actions or inactions of Employees and Representatives of Medispec.

Confidentiality. -
Customer shall keep confidential and secure any manuals or any other documentation related to the use and operation of the Equipment that are
provided by Medispec and shall retumn all such documents and copies of such documetns to Medispec at the end of this Agreement.

Indemnification.
Customer shall not be liable for any claim, injury, demand or judgement arising out of any action or failure to act by Medispec, its agents or
employees. Medispec shall not be liable for any claim, injury, demand or judgement arising out of any actions or failure to act by Customer, its

agents or employees.

Assignment.
Medispec may without notice to or consent from Customer sell, assign or transfer this Agreement.

Goveming Law.
This Agreement shall be govemed by and construed in accordance with the laws of the State of Maryland. Any disputes under this Agreement
shall be settled by binding arbitration in Maryland before a single arbitrator of the American Arbitration Association.

SIGNATURE of
Authorized Person:

PRINT NAME & TITLE:

DATE:




93

Attachment B.III.A

Plot Plan of the Site
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Attachment B.IV

Floor Plan



el

FIVOS DIHAVYO

g £ 0

v10Z-0L-60

7 184E NL "UMOISLLIOW "I YHON| YHNoJ JsopA 806

95

NVId 3001 INIWLIVIIA Ad3DINS

‘N'OOD ASINMLOHLIT ATI9OW :HHW

;%

wouo
_._._H‘n._sw oy
Busea g
©wo
siadng
wooy Buptem  Reagrum | w0
ofing 6unsp | sencg  vspa
~aig T3ie3

G JO “1d3a
ANINLEVd3a Ad3OdENS
Ad30dNSs ONILSIX3
Oz_.rm_xm_l/ - NOILVYOOT
- ASdIdLOHLIN
. e 390N
_ = a3S0d0¥d
T T e e o s by
_ /] sanes
e ¢ W SRR BRI} suo e o
s §
s
xmm Fa
BupsEs 3
~_-
A




96

y T TR

7184 NL "UMOISLLIOW IS YHON| YyunoJ isepn 806 dNCHD

— SR
‘N'OD ASATALOHLIT ITI9OW ‘HHW L
OV S8 El 168NS UHON Junod 1S9 — L
-311S 40 V3V - = >rF N

G ¥O ‘31INS
AYIDHNS
= ONILSIX3
o “"YOO0T1d ANZ
[endson m - NOILVOO1
T it ; : _ ASdIYLOHLIT
1S UHON Uyid Isam | 5 (10014 puz) 1daq J9ON
| a@w Bugspay {04 v3Iuv
e ] , a3S0doyd
1 Buiping
1 D mémo ST
N il unsix3
A L..\ R @IIIIMWI o TIXIS 1S9M
= 777777 LLLLLLULLTLLLLL iielissRy N | (ool41s1) 1deq
m.v:__ 1Rk iizi:ii T T T O @@ ’ N-AousBiewz Bupsixa
Doy g . §&L.=......:.; D
w___m S L (
m,af TTTTETTTTTTTTITTIT] ﬂﬂw
J\ i ~
‘__ B T YluaAas 1SeM

19938 YHoN Giusnag s




>4 uldo_a

TIVOS SIHaVEO - 7 184E NL "UMOJSLLIOW ““JG YLON| YN0 §SOAN 806 . U
= B Mso_/ 7102-01-60 _ SIMI] 3HL
R b N'OD ASAdTALOHLIT ITI94OW ‘-HHW m
_ _ G ¥0 “1d3a
_ O " 0 Ad3IDAENS
V ONILSIX3
= NOILVOO1
‘uosag D Buissasoid a1my Jo sbeioyg ASdIYIOHLIN
: il Bupsix3 s|ua)s Buysixy > ajuayg Bupsixg m| 190N
m ug Jieig el d3asododd
: .@ﬁw_xm d Bupsixg |4/
mHI.IDL : e e qruog \
e \_HUN SIIGON 10} TSAGIL JO Wied ¥ 940 "Bupsixg ¥ O
. ‘Aabing N ‘faabing
Vi Y EERN I LELE] IH\E....__WWW_A_.”_HJ m Bunsixg — — Bunsixg M
Fhei A. = N\ spwe4H | IR S
uonerosiiLl_|__ < Bugsxal &
~ e M — X W M : Ju AN A i
9 m Iﬂ m "'........'....‘Wﬁ*ﬂ' ...... lll...'* »d T~ Deow
= i :
Kianooay _ Buisieia 5 mﬂﬁwmm — 11 Bunsixg
Kabing 8 = S \/ _mm
sixg \/lm_mwu._xm = 5
H L Adogosoishn £ HO
Q1O oBuno Bupsixg febing S |
W Bupsix3 Bupsixs S
—  N\= N N = J__U
o
B N/ =
=0 [A-[e]
Wwooy uswdinb3 ‘Aabing N ‘Asbing
ajus)g-uoN bunsixg Bunsixg e Bunsixg
I |
qnuog
Bugsix3
- b=l | = ¥ Ne—




98

Attachment C.1.a.1

TDH Lithotripsy Need Projections by County
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Attachment C.1.a.3

Service Area Lithotripsy Providers and Utilization
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Attachment C.1.a.3

Service Area Lithotripsy Patient Destinations
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Attachment C.1.a.3: Service Area Lithotripsy Patient Destinations

Health Care Providers that Served Residents Who Utilized Lithotripters
Source: Medical Equipment Registry - 8/4/2014

Provider County RIS Provider Year Patient County ot
Type Procedures
Anderson HOSP Methodist Medical Center - Oak Ridge 2013 Claiborne bl
Knox HOSP  |Fort Sanders Regional Medical Genter 2013 Claiborne 1
Knox HOSP North Knoxville Medical Center ™~ - 2013 Claiborne 8
Knox HOSP Parkwest Medical Center 2013 Claiborne 4
Knox HOSP  |Physicians Regional Medical Center 2013 Claiborne 3
Knox HOSP  [University of Tennessee Medical Center 2013 Claiborne 16
Washington HOSP Franklin Woods Community Hospital 2013 Claiborne 1
Knox HOSP Fort Sanders Regional Medical Center 2013 Cocke 5
Knox HOSP North Knoxville Medical Center 2013 Cocke 7
Knox HOSP Parkwest Medical Center 2013 Cocke 21
Knox HOSP  |Physicians Regional Medical Center 2013 Cocke 2
Knox HOSP  |Turkey Creek Medical Center 2013 Cocke 4
Knox HOSP University of Tennessee Medical Center 2013 Cocke 11
Sevier HOSP LeConte Medical Center 2013 Cocke 1
Knox HOSP  |Fort Sanders Regional Medical Center 2013 Grainger 4
Knox HOSP North Knoxville Medical Center 2013 Grainger 7
Knox HOSP Parkwest Medical Center 2013 Grainger 7
Knox HOSP Physicians Regional Medical Center 2013 Grainger 4
Knox HOSP  [University of Tennessee Medical Center 2013 Grainger 10
Sullivan HOSP  |Holston Valley Medical Center 2013 Grainger 2
Knox HOSP  |Fort Sanders Regional Medical Center 2013 Hamblen 13
Knox HOSP North Knoxvllle Medical Center 2013 Hamblen 7
Knox HOSP Parkwest Medical Center 2013 Hamblen 18
Knox HOSP Physicians Regional Medical Center 2013 Hamblen 6
Knox HOSP  [Unlversity of Tennessee Medical Center 2013 Hamblen 33
Sullivan HOSP  [Holston Valley Medical Center 2013 Hamblen 2
Sullivan HOSP Indian Path Medical Center 2013 Hamblen
Bradley HOSP Skyridge Medical Center 2013 Jefferson 2
Knox HOSP Fort Sanders Regional Medical Center 2013 Jefferson 16
Knox HOSP North Knoxville Medical Center 2013 Jefferson 19
Knox HOSP Parkwest Medical Center 2013 Jefferson 28
Knox HOSP Physlcians Regional Medical Center 2013 Jefferson 2
Knox HOSP  |Turkey Creek Medical Center 2013 Jefferson 7
Knox HOSP  [University of Tennessee Medical Center 2013 Jefferson 19
Sevier HOSP LeConte Medical Center 2013 Jefferson 1
293

Service Area Total (2013)
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Attachment C.1.a.3-4

Letter from Lakeway Hospital RE: MHH Lithotripsy Project
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LAKEWAY

REGIONAL HOSPITAL
“Quality Care - Right Here”

July 22,2014

Ms. Melanie M. Hill, Executive Director
State of Tennessee

Health Services and Development Agency
Andrew Jackson Building, Ninth Floor
502 Deaderick St

Nashville, TN 37243

Re: Morristown-Hamblen Healthcare System- Lithotripsy

Dear Ms. Hill,

We have received communication from Leadership at Morristown-Hamblen Healthcare System
that they are exploring opportunities to perform Lithotripsy. If or when this happens we would
not oppose their application.

If you have any further questions, please contact me at 423-522-6004.

T

Clyde Wood
Chief Executive Officer

726 McFarland Street <« Morristown, Tennessee 37814 <« (423) 522-6000



106

Attachment C.1.a.9

MHH Transfer Agreements
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Attachment C.3

Service Area Maps
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Attachment C.5

Health Care Providers that Operate Lithotripsy Equipment in
CON Project Service Area
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Attachment C, Economic Feasibility, 2

Documentation of Funding Type



o cam Coveénant

HEALTH.

October 1, 2014

Ms. Melanie Hill

Executive Director

Tennessee Health Services and Development Agency
500 Deaderick Street, Suite 850

Nashville, TN 37243

Re: Adequate Funding for Morristown-Hamblen Hospital — Lithotripsy Services CON

Dear Ms. Hill;

Covenant Health has sufficient cash reserves to complete the proposed project for Morristown-
Hamblen Hospital (MHH) at the estimated total cost $328,900 for certificate of need purposes.
However, there is no required capital outlay by either MHH or Covenant Health for this project
which simply creates operational access to a vendor-owned mobile lithotripsy unit via a “per-
procedure” equipment lease arrangement.

Respectfully,

R o

Geppi _
xecutive Vice President/Chief Financial Officer
Covenant Health

Corporate Office
100 Fort Sanders West Blvd.e Knoxville, TN 37922
(865) 531-5421 Office (865) 531-5272 Fax
www.covenanthealth com
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Attachment C, Economic Feasibility, 10

Financial Statements
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COVENANT HEALTH

Audited Consolidated Financial Statements

Years Ended December 31, 2013 and 2012

Certified Public Accountants
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COVENANT HEALTH
Aundited Consolidated Financial Statements
Years Ended December 31, 2013 and 2012
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Audited Consolidated Financial Statements
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PERSHING YOAKLEY 8 ASSOCIATES, P.C.
One Cherokee Mills, 2220 Sutherland Avenue
Knosxville, TN 37919

p: (865) 673-0844 | F (865) 6730173
WWW.pYTapc.com

INDEPENDENT AUDITOR’S REPORT

To the Board of Directors of
Covenant Health:

We have audited the accompanying consolidated financial statements of Covenant Health and its
subsidiaries (Covenant) which comprise the consolidated balance sheets as of December 31,
2013 and 2012 and the related consolidated statements of operations and changes in net assets
and cash flows for the years then ended, and the related notes to the consolidated financial

statermnents.
Management’s Responsibility for the Financial Statements

Management is responsible for the preparation and fair presentation of these consolidated
financial statements in accordance with accounting principles generally accepted in the United
States of America; this includes the design, implementation, and maintenance of internal contro]
relevant to the preparation and fair presentation of consolidated financial statements that.are free

from material misstatement, whether due to fraud or error.

Auditor’s Responsibility

Our responsibility is to express an opinion on these consolidated financial statements besed on
our audits. We conducted our audits in accordance with suditing standards generally accepted in
the United States of America. Those standards require that we plan and perform the audit to
obtain reasonable assurance about whether the consolidated financial statements are free from

material misstaternent,

An gudit involves performing procedures to obtain audit evidence about the amounts and
disclosures in the consolidated financial statements. The procedures selected depend on the
auditor’s judgment, including the assessment of the risks of material misstatement of the
consolidated financial statements, whether due to fraud or error. In making those risk
assessments, the auditor considers internal control relevent to the entity’s preparation and fair
presentation of the consolidated financial statements in order to design audit procedures that are
appropriate in the circumstances, but not for the purpose of expressing an opinion on the
effectiveness of Covenant’s internal control. Accordingly, we express no such opinion. An sudit
also includes evaluating the appropriateness of accounting policies used and the reasonableness
of significant estimates made by management, as well as evaluating the overall presentation of

the consolidated financial statements;
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We believe that the zudit evidence we have obtained is sufficient and appropriate to provide a

basis for our audit opinion.

Opinion

the consolidated financial statements referred to above present - fairly, in all
material respects, the financial position of Covenanf Health as of December 31, 2013 and 2012
changes in net assets and cash flows for the years then ended in

and the results of its operations,
ally accepted in the United States of America.

conformity with accounting principles gener:
% Yeakty* Cpswots P&

In our opinion,

Knoxville, Tennessee
April 14,2014
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COVENANT HEALTH
Consolidated Balance Sheets
(Dollars in Thousands)
December 31,
2013 2012
ASSETS
CURRENT ASSETS
Cash and cash equivalents $ 55399 § 36,168
Short-term investments 404 550
Assets limited as to use 23,030 24,568
Patient accounts receivable, less estimated allowances for
uncollectible accounts of approximatety $94,300 in 2013
and $77,900 in 2012 : 96,912 93,541
Other current assets , 44,018 44 341
TOTAL CURRENT ASSETS 219,763 199,168
ASSETS LIMITED AS TO USE; less amounts required
to meet current obligations 24,703 41,842
PROPERTY, PLANT AND EQUIPMENT, net of
accumulated depreciation and amortization 660,204 683,975
OTHER ASSETS
Long-term investments 1,007,058 961,990
Bond and note issuance costs, net of accumulated
amortization of $9,455 in 2013 and $8,333 in 2012 9,933 11,032
Goodwill 8,553 8,553
Other assets 11,158 12,818
TOTAL OTHER ASSETS 1,036,702 994,393
$ 1941372 $ 1,919,378
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COVENANT HEALTH

Consolidated Balance Sheets - Continued

(Dollars in Thousands)
December 31,
2013 2012
LIABILITIES AND NET ASSETS
CURRENT LIABILITIES
Trade accounts payable, accrued expenses and other
Liabilities $ 120593 § 131,132

Accrued salaries, wages, compensated absences and

amounts withheld 55,644 51,142
Estimated third-party payer settlements 9,119 12,626
Current portion of long-term debt and capital lease b,

obligations 12,196 21,771

TOTAL CURRENT LIABILITIES 197,552 216,671
LONG-TERM DEBT AND CAPITAL LEASE
OBLIGATIONS, less current portion 705,260 728,622
OTHER LONG-TERM LIABILITIES 51,799 66,818
' TOTAL LIABILITIES 954,611 1,012,111
COMMITMENTS, CONTINGENCIES AND OTHER -
Note I
NET ASSETS _
Unrestricted 977,415 897,789
Temporarily restricted 9,346 9,478
TOTAL NET ASSETS 986,761 907,267

$ 1,941,372 § 1,919,378
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COVENANT HEALTH

Consolidated Statements of Operations and Changes in Net Assets
(Dollars in Thousarnds)

Year Ended December 31,
2013 2012

Change in unrestricted net assets:

Unrestricted revenue and support:

Patient service revenue, net of contractual adjustments
$ 1111397 $ 1,088,843

and discounts
Provision for bad debts (101,014) (86,197)
Net patient service revenue 1,010,383 1,002,646
Other operating revenue 63,954 45917
Net assets released from restrictions used for opcmuons 2,563 2,552
TOTAL REVENUE AND SUPPORT 1,076,900 1,051,115
Expenses:
Salaries and benefits 513,013 505,955
Supplies and other 465,979 457,576
Provision for depreciation and amortization 70,301 68,477
Interest 14,076 18,730
TOTAL OPERATING EXPENSES 1,063,369 1,050,738
INCOME FROM CONTINUING OPERATIONS 13,531 371
Non-operating gains (losses):
Investment income 26,977 35,012
Gain (loss) on early extinguishment of debt - Note F 309 (3,242)
NET NON-OPERATING GAINS 27,286 31,770

EXCESS OF REVENUE, GAINS AND
SUPPORT OVER EXPENSES AND LOSSES
FROM CONTINUING OPERATIONS 40,817 32,147

Additional gain on sale of discontinued operations - Note N - 14,320
EXCESS OF REVENUE, GAINS AND SUPPORT

OVER EXPENSES AND LOSSES 40,817 46,467

Change in net unrealized gains on investments 37,990 36,748
Contributions of property 482 925
Net assets released from restrictions for capital additions 337 271
INCREASE IN UNRESTRICTED NET ASSETS 79,626 84,411
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COVENANT BHEALTH
Consolidated Statements of Operations and Changes in Net Asseis - Confinued
(Dollars in Thousands) :
Year Ended December 31,
2013 2012
Change in temporarily restricted net assets:
Restricted gifts and bequests . 2,598 3,238
" Investment income and reahzed/unreahzed net
Josses on investments 170 107
 Net assets released from restrictions (2,900) (2,823)
INCREASE (DECREASE) IN TEMPORARILY
RESTRICTED NET"ASSETS (132) 522
INCREASE IN NET ASSETS 79,494 84,933
NET ASSETS, BEGINNING OF YEAR 907,267 822,334
NET ASSETS,END OF YEAR § 986,761 § 907,267
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COVENANT HEALTH

Consolidated Statements of Cash Flows
(Dollars in Thousands)

CASH FLOWS FROM OPERATING ACTIVITIES:
Increase in net assets
Adjustments to reconcile increase in net assets to net
cash provided by operating activities
Provision for depreciation and amortization

Net realized and unrealized gains on investments and

assets limited as to use

Discount amortization on capital appreciation bonds

Property contributions
Restricted contributions
Loss (gain) on early extinguishment of debt
Gain on sale of previously discontinued operations
Increase (decrease) in cash due to changes in:
Patient accounts receivable
Other current assets
Other assets

Trade accounts payable, accrued expenses and other

liabiliies

Accrued salaries, wages, compensated absences and

amounts withheld
Estimated third-party payer settlements
Other long-temm liabilities _

Total adjustments

NET CASH PROVIDED BY OPERATING ACTIVITIES

CASH FLOWS FROM INVESTING ACTIVITIES:
Capital expenditures
Proceeds from sale of property, plant and equipment
Purchases of investments
Proceeds from redemption or maturities of investments
Decrease in assets limited as to use
Investment in unconsolidated affiliates
Goodwill acquired
Distributions from unconsolidated affiliates

NET CASH USED IN INVESTING ACTIVITIES
FROM CONTINUING OPERATIONS

Year Ended December 31,
2013 2012

§ 79494 $ 84,933
70,301 68,477
(44,669) (53,775)
3,190 10,974
“82) 925)
(2,598) (3,238)
(309) 3,242
» (14,320)
3371 5,044
323 @18)
(1,017) (2,705)
(7,673) 4,709
4,502 3,378
(3,507) 578
(15,019) (18,115)
(329) 3,106
79,165 88,039
(48,988) (105,454)
376 1,176
(170,091) (231,315
168,634 226,585
19,881 33,452
. (159)
: (6,522)
2,294 2,250
27,894) (79,987)
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COVENANT HEALTH

Consolidated Statements of Cash Flows - Continued
(Dollars in Thousands)

Additional gain on sale of discontinued operations
NET CASH USED IN INVESTING ACTIVITIES

CASH FLOWS FROM FINANCING ACTIVITIES:
Proceeds from issuance of long-term debt
Redemption of debt
Repayment of debt and capital Jease obligations
Payment of acquisition and financing costs -
Proceeds from restricted contributions
NET CASH USED IN FINANCING ACTIVITIES

" NET INCREASE IN
CASH AND CASH EQUIVALENTS

CASH AND CASH EQUIVALENTS, beginning of year
CASH AND CASH EQUIVALENTS, end of year

SUPPLEMENTAL INFORMATION:
Cash paid for interest
Capital ad&itions in accounts payable
Equipment acquired through capital lease arrangements

Year Ended December 31,
2013 2012
- 15,073
(27,894) (64,914)
- 160,753

©,691) (159,636)
(24,925) (21,057)

(22) (804)

2,598 3,238
(32,040) (17,506)
19,231 5,619
36,168 30,549

$ 55,399 §$ 36,168
$ 9,790 § 8,921
‘8 1,859 $ 4,724
$ - $ 1,812
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Attachment C, Orderly Development, 7.c

TDH License and TJC Certificate
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Morristown-Hamblen

Hospital Association
Mottistown, TN

has been Accredited by

The Joint Commission

Which has surveyed this organization and found it to meet the requirements for the

Ambulatory Health Care Accreditation Program

Novembet 3, 2011

Accreditation is customarily valid for up to 36 months.

/ﬂ/ﬁf/&%ﬁ - 2./24@ Otrganization ID #: 7881 W % /L

David A, Whiston, DD.S. Print/Reprint Date: 05/14/12 " Matk Chassin, M.D.
Chairman of the Board President

The Joint Commission is an independent, not-for-profit, national body that oversees the safety and quality of health care and
other services provided in accredited organizations. Information about accredited organizations may be provided directly to
The Joint Commission at 1-800-994-6610. Information regarding accreditation and the accreditation performance of individual
organizations can be obtained through The Joint Commission's web site at www.jointcommission.org.
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This reproduction of the orlglnal accreditation certiflcate has been Issued for use In regulatory/payer agency verification of
accreditation by The Joint Commisslon. Please consult Quallty Check on The Jeint Commission's website to confirm the
organlzation’s current accreditation status and for a llsting of the organlzation’s locations of care.
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- Attachment C, Orderly Development, 7.d

Inspections & Corrections
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¥ The Joint Commission

May 8, 2012

Jeremy Biggs Joint Commission ID #: 7881

President/CAO Program: Hospital Accreditation
Morristown-Hamblen Hospital Association Accreditation Activity: Unannounced

908 West Fourth North Street Accreditation Follow-up

Morristown, TN 37814 Accreditation Activity Completed: 05/04/2012

Dear Mr. Biggs:

The Joint Commission would like to thank your organization for participating in the accreditation process. This
process is designed to help your organization continuously provide safe, high-quality care, treatment, and services
by identifying opportunities for improvement in your processes and helping you follow through on and
implement these improvements. We encourage you to use the accreditation process as a continuous standards
compliance and operational improvement tool.

The Joint Commission is granting your organization an accreditation decision of Accredited for all services
surveyed under the applicable manual(s) noted below:

Comprehensive Accreditation Manual for Hospitals

This accreditation cycle is effective beginning November 04, 2011. The Joint Commission reserves the right to
shorten or lengthen the duration of the cycle; however, the certificate and cycle are customarily valid for up to 36
months. ’

Please visit Quality Check® on The Joint Commission web site for updated information related to your
accreditation decision.

We encourage you to share this accreditation decision with your organization’s appropriate staff, leadership, and
governing body. You may also want to inform the Centers for Medicare and Medicaid Services (CMS), state or
regional regulatory services, and the public you serve of your organization’s accreditation decision.

Please be assured that The Joint Commission will keep the report confidential, except as required by law. To
ensure that The Joint Commission’s information about your organization is always accurate and current, our
policy requires that you inform us of any changes in the name or ownership of your organization or the health
care services you provide.

Sincerely,

oo St i 1, DA

Ann Scott Blouin, RN, Ph.D.
Executive Vice President
Accreditation and Certification Operations
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W ¥ The Joint Commission

Morristown-Hamblen Hospital Association
908 West Fourth North Street
Morristown, TN 37814

Organization Identification Number: 7881

Program(s) Survey Date(s)
Hospital Accreditation 05/04/2012-05/04/2012

Executive Summary

Hospital Accreditation : As a result of the accreditation activity conducted on the above date(s), there
were no Requirements for Improvement identified.

If you have any questions, please do not hesitate to contact your Account Executive.

Thank you for collaborating with The Joint Commission to improve the safety and quality of care provided to
patients. ’

Organization Identification Number: 7881 Page 1 of 2



The JointlCbfmission

Organization Identification Number: 7881 Page 2 of 2
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Attachment

Proof of Publication
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AFFIDAVIT OF PUBLICATION

STATE OF TENNESSEE

COUNTY OF HAMBLEN

R. Michael Fishman

Printed Name

Personally appeared before the undersigned authority and made oath that he is the Editor and Publisher of the
Citizen Tribune and that the attached item was published in said newspaper on the following dates

10/9/2014.

Signed m

Name of Account: Covenant Health/MHHS
Order Number: 22063455

Sworn to, and subscribed before me at Morristown, TN, this 9 th day of October, 2014

T, Notary Public
\\\\\\ D. S{; "f(,,
SheinXo, Commission expires: 12/06/2015

SESNE BT

SE; oF 9%

S iTENNESSEE: =

Z % NOTARY $

Z

/
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NOTIFICATIORPOF INTENT
TO APPLY FOR A CERTIFICATE OF NEED

This is to provide official notice to the Health Services
and Development Agency and all interested parties,
in accordance with T.C.A. § 68-11-1601 et seq., and
the Rules of the Health Services and Development
Agency, that: Morristown-Hamblen Hospital, an Acute
Care Hospital owned by Morristown-Hamblen Hospital
Association with an ownership type of Not-for-Profit
Corporation and to be managed by (Not Applicable),
intends to file an application for a Certificate of Need
for: the initiation of Mobile Extra-Corporeal Shock
Wave Lithotripsy Services using vendor-owned mobile
lithotripsy medical equipment for two (2) days per week
on the hospital campus at 908 West Fourth North
Street in Morristown, Tennessee. The total estimated
project cost is $328,900.

The anticipated date of filing the application is:
October 14, 2014.

The contact person for this project is Mike Richardson,
Vice President, Strategic Planning & Development
who may be reached at: Covenant Health, 280 Fort
Sanders West Boulevard, Building 4, Suite 218,
Knoxville, Tennessee 37922, 865-531-5123.

Upon written request by interested parties, a local Fact-
Finding public hearing shall be conducted. Written
requests for hearing should be sent to:

Health Services and Development Agency
Andrew Jackson Building, 9" Floor
502 Deaderick Street
Nashville, Tennessee 37243

Pursuant to T.C.A. § 68-11-1607(c)(1). (A) Any health
care institution wishing to oppose a Certificate of
Need application must file a written notice with the
Health Services and Development Agency no later
than fifteen (15) days before the regularly scheduled
Health Services and Development Agency meeting at
which the application is originally scheduled; and (B)
Any other person wishing to oppose the application
must file written objection with the Health Services and
Development Agency at or prior to the consideration of
the application by the Agency.
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HEALTH

October 22,2014

Jeff Grimm, HSDA Examiner

Tennessee Health Services and Development Agency
Andrew Jackson Building, 9" Floor

502 Deaderick Street

Nashville, TN 37243

RE: Certificate of Need Application CN1410-043
Morristown-Hamblen Hospital — Mobile Lithotripsy CON

Dear Mr. Grimm:;

Please find below our response to the supplemental questions you sent on October 16, 2014
regarding the above-referenced CON application seeking approval to initiate mobile
extracorporeal shockwave lithotripsy services (ESWL) for two (2) days per week at Morristown-
Hamblen Hospital, 908 West Fourth North Street, Morristown, Tennessee 37814,

Should’ you have any additional questions or require additional information, please let me know
at your earliest convenience.

Sincerely,

Mike Richardson
Vice President, Strategic Planning and Development
Covenant Health

- Enclosure
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1. Section A, Applicant Profile, Item 4, HSDA Equipment Registry, Outstanding CON
Status Updates

The applicant facility’s ownership by Covenant Health & listing of affiliated facilities on
page 3 is noted. Please affirm that the owner has appropriately registered and reported
utilization for same to the HSDA Equipment Registry as required under Agency Statute.

All Covenant Health affiliates have appropriately registered and reported utilization to the
HSDA Equipment Registry as required under Agency Statute. All medical equipment
reports for Covenant Health affiliates have been submitted and completed for the 2014
annual update. This was confirmed by Alecia L. Craighead, HSDA Statistical Analyst, on

10/20/14.

Please identify a brief project update for the status of any outstanding/unimplemented
Certificates of Need projects the owner has a financial interest in, such as Roane Medical
Center, CN1101-001A. In your response, please include the project expiration date and
the date(s) of all Annual Project Reports that apply.

The Morristown-Hamblen Hospital Fixed PET/CT CON project (CN1009-040) is the only
“outstanding” Certificate of Need Project currently for Covenant Health and its affiliates.
The most recent Annual Project Report for this project, submitted to the HSDA in July
2014, is included as an attachment. The project is on schedule to be completed prior to the
current expiration date of 2/1/2015.

The Roane Medical Center Replacement Hospital CON project (CN1101-001) was
completed early and under budget. Appropriate documentation was submitted to the
HSDA. A copy of both the 2013 Annual Progress Report (5/31/2013) and the 2014 Final
Project Report (5/21/2014) are included as attachments. The expiration date for this
project was to be 6/1/2015 and the HSDA website reflects that the “status” of this project is
“implemented”.

2. Section A, Applicant Profile, Item 9

The bed complement data is noted. Review of the 2012 and 2013 JAR revealed that the
hospital staffed 149 and 159 li¢ensed beds, respectively, during those periods. The JAR
report also reflects a staffed bed occupancy of approximately 49.5% in CY2012
decreasing to 44.2% in CY2013. This chart reflects a current staffed bed level of 151
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staffed beds. Please briefly describe those key factors that account for increase in staffed
beds from CY2012.

“Staffed beds” within a hospital’s “licensed bed” count change often due to flexible
staffing patterns tied to actual patient volumes, efficiency standards, and many
other operational considerations. General factors that account for changes in a
staffed bed count are primarily related to ongoing operations, minor facility
renovations, ongoing clinical unit maintenance and upgrades, physician practice
patterns, timing of “staffed bed” documentation, and ongoing patient volume
fluctuations in a dynamic healthcare environment. Specific factors related to the
noted changes include: 1) the “3 South” nursing unit space (12 beds / 12 rooms) was
closed temporarily in October 2012 and reopened in January 2013; and 2) the “3
North” nursing unit underwent renovations in 2013 resulting in a reduction in bed
count on the unit (i.e. a decrease of 7 staffed beds).

Per the applicant’s 2013 JAR, the aumber of Med/Surg staffed beds appears to exceed the
number of licensed beds for the service that are reflected in the JAR and the table
provided for this response. Please clarify.

Page 22 of the Hospital Joint Annual Report (JAR) asks for both 1) “Licensed Adult
and Pediatric Beds as of the Last Day of the Reporting Period” and 2) for “The
number of adult and pediatric Staffed Beds set up, staffed and in use as of the Last
Day of the Reporting Period”. For the most current MHH JAR (2013), those
numbers were 167 licensed beds and 159 staffed beds on the last day of the
reporting period.

Additionally, the chart on page 23 of the Hospital JAR requests documentation of
the “Number of Beds Set Up and Staffed on a typical day” for the reporting period.
For the most current MHH JAR (2013), MHH reported 159 beds set up and staffed
on a typical day.

It is worth noting that the allocated JAR chart lines (and parameters) do not exactly
match the “Bed Complement Data” chart of the current CON application. MHH is
licensed for 167 acute care hospital beds [including approval to operate 6 NICU
beds (CN0008-068) and 12 Geriatric Psychiatric beds (CN9701-007)], most of which
can be operated to address various and changing inpatient (and medical staff) needs
in the community. The individual who completed the chart for the 2013 JAR likely
combined some staffed beds in a manner that varied from the more recent chart
completed for the current CON application. Regardless, the “total” staffed beds
and the staffed “Medical” and “Surgical” beds documented in both the JAR chart
and the CON chart do not exceed the total number of licensed beds approved for

MHH.

A copy of the current licensed bed count information from the Tennessee
Department of Health, Health Care Facilities website listing is included for



SUPPLEMENTAL #1
Leg October 24, 2014
2:57 pm

reference as an attachment — as well as pages 1-2 and 22-23 of the most recent MHH
JAR (2013).

3. Section A, Applicant Profile, Item 13

The applicant’s gross charges are discussed in detail in other parts of the application. Will
professional charges for the ESWL procedures be billed separately by the appropriate
physicians or payments made by the hospital in accordance with prior agreements? If by
the physicians, please address their participation in Medicare and TennCare such that
enrollees can be assured access to services.

All professional charges for the ESWL procedures will be billed separately by the
appropriate physicians. Each of the Urology, Emergency Medicine, and Radiology
physicians that will be involved with this project are Medicare and TennCare
providers so enrollees can be assured access to the ESWL services provided at
MHH. The payer mix for physicians involved with the project will be the same as
that outlined for MHH in the CON application. r

4. Section B, Project Description, Item 1 and Section C, Need, Item 6
\
The reference to and documentation of physician support is noted. Please also briefly
discuss the clinical leadership planned for the proposed mobile ESWL service and
provide a list of active MHH medical staff (with status of board certification) that will be

participating in the project.

Primary clinical leadership for the program will be provided by Dr. Philip Serbin,
Urologist (Board Certification: Urology). He will work in collaboration with the Chief of
Surgery, Dr. Ronald Christopher, the Chief of Staff, Dr. Shahin Assadnia (Board
Certifications: Vascular and General Surgery) and the Emergency Department Director,
Dr. Jackie Livesay (Board Certification: Internal Medicine) in the establishment and

management of the program.



SUPPLEMENTAL #1
142 October 24, 2014
2:57 pm

What are the applicant’s expectations of physician referrals by specialty to the proposed
ESWL mobile service? Please complete the table below.

Specialty Physicians practicing ESWL Referrals
in PSA/SSA* Year1
Family Practice 11 2
Internal Medicine 6 2
OB/GYN 4 1
Orthopedics 5 1
General Surgery 6 2
Urology 4 12
Other** 136 32
TOTAL 172 52

* Represents the 172 physicians most aligned with MMH via Medical Staff Privileges:

Active Privileges (68), Courtesy Privileges (30), and Consulting Privileges (74)

** Includes Emergency Department physicians; most MHH ESWL referrals are expected from patient “self
referrals” (i.e. patients who arrive at the MHH Emergency Department seeking care due to acute pain
associated with kidney stones) and/or patients who are referred directly to the MHH Emergency Room by
another provider. All such patients will be evaluated in the MHH Emergency Department by qualified
Emergency Medicine, Radiology, and Urology physicians and staff as appropriate.

Section B, Project Description, Item ILA.

The absence of any need for renovation or construction is noted. Please provide a general
description of the operating room (OR#5) to be dedicated to the proposed service (size,
location, access by patients, floor, etc.). What attributes does the OR have that account
for the decision to dedicate it to use by physicians and their patients for the proposed
ESWL service? In your response, please also describe what accommodations are planned
for the use of a C-Arm for the mobile unit, if any.

As indicated on the Floor Plan drawings included with the original CON
application, MHH Operating Room Five (OR # 5) is located in the Existing Surgery
Department of Morristown-Hamblen Hospital which is located on the Second Floor
of the Main Hospital Building. Like all of the operating rooms at MHH, OR # 5 will
be easily accessible by both inpatients and outpatients who may access the service
through the Surgery Department registration/intake area — or even directly from
the Emergency Department if needed. As can be seen on the Site Plan drawing
included with the original CON application, the MHH Surgery Suite and
Emergency Department are in very close proximity to one another on the same side
of the main hospital building.

MHH OR # 5'is about 20 ft x 22 ft (approximately 440 total square feet), offering
adequate clinical space, appropriate design, and suitable flooring and fixtures for all
anticipated lithotripsy procedures. This operating room was selected because it is
one of the most suitable areas for the lithotripsy procedures and it offers the most
flexible option for ESWL scheduling in a manner that does not disrupt other
Surgery Department operations.
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“While OR # 5 will likely be used for all anticipated ESWL cases, the operating room

will not be solely dedicated to ESWL procedures. The room is a standard, modern,
and fully-equipped general surgery procedure room that can and will be used for
other cases as well — and for lithotripsy cases whenever needed. Like all operating
procedures scheduled for the MHH Surgery Department, the lithotripsy cases will
be scheduled for OR # 5 as appropriate on the master schedule by MHH Surgery
Department leadership and physicians.

The Floor Plan drawings actually show the efficient pathway that will be used to
move the mobile lithotripsy unit into OR # 5 from the existing service elevator in the

Surgery Suite. -

MHH physicians and staff will utilize one of the existing C-Arms in the MHH
surgery suite as needed in conjunction with the mobile lithotripsy unit.

Since use by outpatients is expected to account for approximately 95% of MHH’s
projected utilization, how will the proposed area in the hospital be an improvement or
enhancement from the current mobile lithotripsy location at Lakeway Regional Hospital?

The proposed area of the MHH ESWL service in the hospital will be similar to that
of Lakeway, allowing a similar care environment for the patients and different
medical staffs of the two organizations. Sharing the existing equipment within the
service area does not take anything away from the services available to patients and
physician at Lakeway Regional Hospital. Rather, the project simply enhances access
in the community while allowing an underutilized vendor-owned asset to be more
frequently used in a manner that allows more patients to receive care in the service
area communities where they work and live.

The proposed mobile lithotripsy service will improve access to ESWL services for
the entire medical staff of MHH, community physicians in the region, and many
patients who seek care and clinical consultation at MHH. MHH provides more
inpatient, outpatient, and emergency care to patients who reside in the project
service area than any other healthcare provider. Moreover, the proposed area to be
used in the MHH Surgery Department is in immediate on-site proximity to the
MHH Emergency Department where approximately 300 annual patient encounters
related to kidney stones have occurred in recent years.
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6. Section B, Project Description, Item B. II.C. (need for the service)

The discussion is noted. One key benefit appears to be the use of the service as an
alternative to invasive surgeries. Can the applicant offer some insight as to the magnitude
of same in the PSA and the potential reduction in surgeries resulting from this project?

ESWL procedures provide a safe, effective, and less-invasive clinical alternative to
surgical procedures for many patients with kidney stones. Therefore, many patients
leave the service area for ESWL procedures that typically yield very positive clinical
outcomes. While there may be a few patients who could receive an ESWL
procedure before other forms of stone retrieval, the applicant does not anticipate a
significant reduction in the number of other urological procedures (i.e. which are
often a matter of patient preference, clinical practice patterns, etc.).

Review of HSDA records revealed that approximately 97% residents in the PSA and SSA
have used ESWL providers in Knox County for the past 3 years in spite of the presence
of the existing 7 day per week mobile service on the Lakeway Regional Hospital campus
within 1 mile of the applicant. Given this trend, the need for the project is unclear. Please
explain by highlighting what has changed such that the applicant expects to reverse the
extensive outmigration of area residents for treatment in other parts of Tennessee?

Although Lakeway Hospital has approval to operate mobile lithotripsy equipment
seven days per week, Lakeway only performed six (6) procedures during the most
recent reporting year of the HSDA Equipment Registry and the Tennessee Hospital
Joint Annual Report. Several months prior to the filing of this CON application,
the CHS/Lakeway leadership team provided written confirmation that they are not
opposed to this needed MHH project that will be developed in an orderly manner.

Another background consideration is the clinical training, experience, preferences,
and practice patterns of various physicians who serve patients in the region. For
instance, it is the applicant’s current understanding that Lakeway Regional
Hospital has at least one urologist on its medical staff that does not often use the
lithotripsy equipment to treat his patients. Conversely, MHH has a new urologist
(Dr. Serbin) who utilizes ESWL services often as an important clinical tool for
treating patients with kidney stones. As indicated within the physician support
letters for this project, the new wurologist at MHH, the MHH Emergency
Department physicians and staff, and the overall MHH Medical Staff would like to
have ESWL equipment on site at to care for the significant and growing number of
their patients with kidney stones.

As outlined on pages 21 and 36 of the original CON application, reversal of a
reasonable portion of the documented ESWL outmigration from the project service
area will come primarily from patients who have received care from other Covenant
Health facilities. If the service is approved for MHH, the applicant believes that a
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significant number of patients who choose Covenant Health for theit health care
will elect to have their ESWL procedures performed closer to where they work and
live. Additionally, increased community awareness about the growing MHH
Medical Staff during the next few years and the proposed ESWL service
accessibility at MHH may further reduce unnecessary outmigration from the service

area.

. Section B, Project Description, Item E.2

Please also describe the date of manufacture of the unit, its current years in service and
expected useful life, and any technological advantages in comparison to other ESWL

models.

The following information about the proposed mobile ESWL equipment to be used
for the project was supplied by Medispec, Ltd.:

The Medispec mobile ESWL unit was manufactured in Nov 2011

The mobile ESWL system was first used at Lakeway Hospital in Nov 2012
The useful life expectancy of the mobile ESWL system is 10 years

As for technological advantages, Medispec has the largest “F2” being
manufactured today (this is the equivalency of the bulls-eye of a target, i.e. a
larger target is easier to hit). Also, the Medispec equipment has one of the
“highest bar-pressure” ratings available (this is similar to the engine power
of the system). The Medispec “stone free success rate” is one of the highest in
the industry (82.9%) — and the Medispec equipment retreatment rate is one
of the lowest in the industry (only 6-7%).

Items (a) and (b): the responses to these items identify what will amount to a change in
the equipment lease arrangement between the equipment vendor and Lakeway Regional
for the use of the unit on a full week basis. Since the equipment vendor is the same for
both hospitals, what measures may be needed to adjust Lakeway Regional’s equipment
lease such that the proposed schedule can be honored?

According to Medispec, the equipment vendor used by Lakeway and to be used by
MHH, Lakeway Regional Hospital's volume does not necessitate full-time placement
of a mobile ESWL unit. Medispec will work with Lakeway Regional Hospital as
appropriate to amend their current agreement in an acceptable manner to allow the
mobile ESWL unit to be shared with MHH. Furthermore, Medispec will
collaborate with each hospital to determine appropriate treatment schedules to
ensure operational efficiency and maintain flexibility to optimize patient care as
appropriate. Medispec has confirmed their understanding that Lakeway has
already agreed to this collaborative arrangement to share the existing mobile ESWL
equipment that has been underutilized to address community needs.
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While Lakeway has been approved to use a mobile lithotripsy unit for up to seven
(7) days per week, their actual utilization in 2013 was only six (6) ESWL procedures
for the entire year. The vendor has provided assurances that they will be able to
meet the patient care and physician needs at both hospitals utilizing a shared mobile
lithotripsy unit for the foreseeable future — and that they will support the practical
logistics and scheduling for a unit to be shared by two hospitals in such close
proximity to one another. Furthermore, the equipment lease vendor is also the
ESWL equipment manufacturer - and has expressed a commitment to honor both
contracts as appropriate, even in the unlikely event that they might need to place
another mobile unit in the region at no additional expense to either local hospital.

Based on the projected utilization on page 21 of the application, approximately 1
procedure per week is anticipated in Year 1 increasing to 2 per week in Year 3. In light of
same, please describe how the applicant determined an OR was needed a total of 8 hours
per week for the mobile service. In your response, please also describe any additional
changes that may be required to accommodate the operation of the unit on the days noted
without adversely impacting surgeries for other services (orthopedic, general surgery,
etc.). -

To clarify, although multiple operating rooms in the MHH Surgery Suite could
accommodate ESWL cases, OR # 5 will likely be used for all anticipated MHH
ESWL procedures — however, OR # 5 does not need to be dedicated to ESWL
procedures alone. Like all MHH operating rooms, OR # 5 scheduling capacity will
be used only if/when needed. Most ESWL procedures will only take about 45-75
minutes (including room prep and turnaround times) depending upon the size of the
kidney stone. Based upon anticipated utilization for years 1-3 of operations, the
room would likely be used on average only 1-3 hours per week total for ESWL
procedures.

As indicated in the original CON application, a good number of ESWL procedures
may be scheduled.on Tuesdays and Fridays Noon-5:00 PM if possible — while
additional hours and alternative scheduling times can be available to accommodate
patient and/or physician needs. From a capacity standpoint, OR # 5 can easily
accommodate as many as eight ESWL procedures per day on a standard schedule;
however, no more than a few cases would typically be scheduled on any specific day.

MHH does not anticipate any unusual or adverse impact to other operations in the
Surgery Department with the initiation of ESWL services. Administrative and
physician leadership of the Surgery Department will coordinate room capacity and
utilization efficiently to optimize patient care and physician time via existing and
effective OR scheduling functions. Furthermore, the needed project has strong
demonstrated support from the MHH Medical Staff.
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Item ¢ — Lease/Contract Cost: given the vendor quote for equipment payments on a
$1,350 per procedure basis for an initial term of 3 years, what are the arrangements if for
some reason no patients need to be treated on a scheduled day of mobile service? Please
clarify what costs the hospital will incur if a patient does not give notice and is a no-
show, and the unit comes to the hospital to deliver a service.

Beyond the quarterly minimum outlined in the equipment lease agreement, there is
no additional charge (or cost) to MHH if the mobile lithotripsy equipment is not
used on any specific day. If there is a “patient no show” or “cancellation” (i.e. “no
click” or “no procedure”), there is “no fee” paid by MHH. Although a few “patient
no shows” might occur, patients with kidney stones are typically very eager for the
non-invasive and safe procedure that provides almost immediate relief. Medispec
has confirmed their shared understanding of this arrangement.

MHH plans to utilize existing hospital employees to move the ESWL equipment
whenever needed (although the vendor is willing to do so if ever needed for a
nominal fee). Furthermore, the vendor will work with both MHH and Lakeway
Hospital to coordinate logistics related to the ESWL equipment to address both
patient and physician needs. Considering the anticipated needs of both MHH and
Lakeway Hospital, the mobile lithotripsy equipment will usually sit idle and readily
available for use if/when needed or scheduled.

Review of the equipment quote also revealed that the applicant is responsible for a
minimum lease payment (9 procedures per quarter); the cost of providing a suitable C-
arm to use in conjunction with the unit, and a vendor transportation fee (without C-Arm)
of $300 between Lakeway Reglonal and the applicant on a prearranged schedule. Given
these considerations, what is the applicant’s estimated minimum cost responsibility
during the term of the equipment lease? Are the additional costs that are not included in
the per click fee lease arrangement reflected in both the Project Costs Chart and the

Projected Data Chart? Please clarify.

All anticipated costs related to the proposed project are included in the Project
Costs Chart and the Projected Data Chart:

¢ The minimum lease payments outlined in the equipment agreement are
significantly lower than the expected cost of utilization projected for years
One, Two, and Three of operations as outlined in the original CON
application. All anticipated equipment lease payments are included as
expenses in the projected data chart. '

e MHH plans to utilize one of the existing C-Arms in the Surgery Department
when needed for ESWL procedures so no additional cost will be incurred
related to this project.

e MHH plans to utilize existing hospital employees to move the ESWL
equipment whenever needed in a very cost effective manner — so does not
expect to pay any vendor transportation fees. Such time and cost of moving

10
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the equipment by existing hospital employees is included in the wage chart
and projected data chart contained in the original CON application.

8. Section C, Need, Item 1 (State Health Plan)
Although comment is noted, please provide a response to each of the 5 guiding principles

of the State Health Plan. The template can be found in Exhibit 1 at the end of this
questionnaire.

R ey T T
See Supplemental

Al

9. Section C, Need, Item 1.a. (Project Specific Criteria-Extra-Corporeal Shock Wave
Lithotripsy). Please provide a response for each of the items noted below:

a. Determination of Need in Project Service Area (pages 18-20). The need estimate
for 298 ESWL procedures by area residents in 2017 as developed by the Tennessee
Department of Health using 2013 data from the HSDA equipment registry and 2017
population data is noted. Review of the applicant’s 2013 JAR revealed that residents
of Hawkins County accounted for significantly more inpatient discharges in 2013 and
2012 than residents of Claibome County. Given this finding and Hawkins County’s
physical location next to Hamblen County, it is unclear why Hawkins County would
not be included in the proposed secondary service area in lieu of Claiborne County.
Please explain.

MHH does not expect to receive many ESWL patients from Hawkins County during the
first few years of the proposed project. While it is possible that a few patients from
Hawkins County might seek care at the MHH Emergency Department for kidney stones
during the first few years of the project, the applicant expects that most of those patients
will continue to seek care to the northeast of the project service area since most ESWL
patients from Hawkins County have received care in the Tri-Cities area of Tennessee
historically (i.e. hospitals with ESWL services in Sullivan County, etc.). If any patients
from Hawkins County were to seek ESWL care from MHH, they are included in the
“Other TN Counties” line (3% of total MHH ESWL cases; part of Tertiary Service Area)
of the utilization assumptions outlined on page 36 of the original CON application.
Additionally, many patient-directed and physician-directed referrals from the populated
areas of Hawkins County have moved northeast historically for tertiary care.

While Claiborne County may not be part of the MHH Primary Service Area (PSA) for
many services, it is reasonable to include Claiborne County as part of the Secondary
Service Area (SSA) for the proposed MHH ESWL project as outlined in the utilization
assumptions on page 36 of the original CON application. To summarize, Claiborne County
was included in the proposed MHH ESWL project service area for a few key reasons:
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e Claiborne County Medical Center is the only hospital in Claiborne County and they
do not provide ESWL services '

o Based upon recent experience by healthcare providers in Claiborne County, the
Claiborne Medical Center (CMC) leadership team has confirmed that it anticipates
sending at least one or two patients each month to MHH if the ESWL service is
approved so patient access within the service area can be expanded

e MHH is easily accessible to many Claiborne County residents via State Highway 25
E, as well as via other travel routes

e Both MHH and CMC are clinically aligned affiliates of Covenant Health — and the
medical staffs of both hospitals are collaborating across multiple service lines
increasingly to improve patient care, satisfaction, and access

b. Minimum Volume Standard (page 21) - The tables showing the methodology to
convert the projected ESWL procedures to a full time measure capable of comparison
to the 250 proceédures/year standard is noted. As such, the utilization in Year 1 is
approximately 73% of the standard increasing to 110% of the standard in Year 2. Is
this consistent with the applicant’s projections in the manner described?

Yes.

c. Current Service Area Utilization and Adverse Impact on Existing Providers
(pages 22 and 23) — in light of the discussion with Lakeway Hospital management,
did discussion arise about cooperative efforts needed to reverse the trend of
outmigration by residents from the service area success that the proposed mobile
ESWL service might be successful? What, if any, consideration was given to the -
development of a working agreement, joint venture or other similar activity to assure
success of the service and prevent the potential closure of the Lakway Hospital

mobile service?

Discussion about cooperative efforts by competing hospitals to reverse the trend of
outmigration of residents from the service area did not occur. Rather, MHH leadership -
simply explained their real and growing need to have access to a mobile ESWL unit on site
for a couple days each week so members of the MHH medical staff could better care for
their patients. CHS/Lakeway leadership understood the situation and confirmed that they
are not opposed to MHH having access to mobile ESWL equipment to care for its patients.

Perhaps more importantly, this proposed project represents a unique opportunity for
competing hospitals to share an existing medical resource that is operational and
underutilized in the service area to meet community needs. As outlined elsewhere in the
original CON application and supplemental materials, the commitments and flexibility of a
trusted ESWL vendor have created a platform that will allow a working arrangement that
will help assure the success of the ESWL service for both hospitals located in very close
proximity within Morristown, Tennessee. Any ESWL procedure volumes realized by
MHH and/or Lakeway will benefit the equipment vendor organization to be used by both
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hospitals, thus strengthening the company’s operational viability in the region in a manner
that will help ensure their ongoing commitment to both providers who care for patients in
the service area.

- Referrals to ESWL service locations are often based upon individual urology physician
preferences and practice patterns, medical staff privileges and related call obligations,
historical referral relationships, and overall clinical alignmént. Additionally, it is very
common for physicians to care for patients at the primary campus at which they practice
whenever possible — and/or to make tertiary referrals to clinically aligned providers as
appropriate to optimize patient care quality, efficiency, and satisfaction. The proposed
ESWL equipment-sharing arrangement should support the patient care operations and
medical staff needs of both hospitals for the foreseeable future.

Attachment C.1.a.3 was provided showing Service Area Patient Destinations in 2013.
It would be helpful to identify the most recent 3 year trend for purposes of this
response and, in large part, as a basis for supporting the projected utilization of the
service. Please complete the table below (note: HSDA staff has entered amounts for
2013 for ease of reference).

2011 2012 2013 % Change
; '11-°13
252 268 293 +16.3%

Total # resident
ESWL
procedures

# residents using 234 261 282 +20.5%
Knox Co.
Providers
% Residents 93% 97% 96% +3%
using Knox Co.
providers :
Total ESWL 1,536 1,490 1,592 +3.6%
procedures of
Knox Co.
providers

% Knox Co. 15% 18% 18% +3%
provider reliance
on PSA/SSA
residents
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Adequate Staffing and Services (page 24) — please identify the names of all
radiologists on the hospital’s medical staff that apply (with copy of CV, if possible).
Please identify all referral urological physicians in the service area (PSA/SSA) that
apply with name, address and status of medical staff privileges and board

certification.

T

F:_ Pl e NS T | S S e e
See Supplemental Attachment: Ques

d. Transfer and/or Affiliation Agreements (page 26) — Given the applicant does not
meet the Level I Trauma designation; it appears that the applicant’s current agreement
for transfer of hospital patients with UT Medical Center will meet this criterion. Will
the agreement extend to transfer for patients of the proposed mobile ESWL service?

Yes, the transfer agreement with UT Medical Center will meet this criterion since that
hospital has a Level I Trauma designation. Additionally, patients can be transferred to
other tertiary medical centers Tennessee as appropriate.

e. Access, Item a (pages 26 and 27) — the medically underserved area status of the
proposed ESWL primary and secondary service area may warrant consideration given
the significant outmigration to other areas of the state for this service. Please identify
the MUA status of the counties in the applicant’s proposed service area.

According to the Tennessee Department of Health Website, each county of the proposed
MHH ESWL project service area is considered a “Medically Underserved Areas” (MUA) -
and therefore may warrant special consideration considering the significant outmigration
to other areas of the state for this service:

Cocke: Whole County MUA “Health Professional Shortage Area” (May 2014)
Claiborne: Whole County MUA “Health Professional Shortage Area” (May 2014)
Grainger: Whole C_ounty MUA “Health Professional Shortage Area” (May 2014)
Hamblen:  Partial County MUA “Health Professional Shortage Area” (May 2014)
Jefferson:  Partial County MUA “Health Professional Shortage Area” (May 2014)

Source: hitp://health.state.tn.us/rural/hpsa.htmi
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f.  Access, Item b - review of HSDA records revealed that the CY2013 use rate per
1,000 population was higher in only 1 county of the service area (Jefferson County)
than the statewide average of 1.7 per 1,000 population. What does this suggest about
the need for the project in addition to the comments provided?

In your response, please contact Alecia Craighead, Stat III, HSDA, for additional
assistance in completing the table below:

ESWL Use Rates by County per 1,000 Population in Applicant’s Service Area

County 2011 2012 2013
Cocke 1.38 1.22 1.40
Claiborne 1.34 1.27 1.05
Grainger 1.89 1.44 1.48
Hamblen 0.84 1.07 1.26
Jefferson 1.24 1.57 1.77
Statewide 1.2 1.1 1.7

Sources: Medical Equipment Registry - 8/4/2014 (provided by Alecia Craighead, HSDA) and
Tennessee Population 2010-2020 (http://health.state.tn.us/statistics/quickfacts.htm). ' Values calculated
by dividing the number of procedures performed on patjents originating from a given county by the
population estimate for the county for the same year.

The ESWL “Use Rates” by County and for Tennessee above seem to indicate a few issues:

e For unknown reasons, Tennessee Statewide utilization of ESWL services has
increased dramatically from 2012 to 2013 (i.e. 55% reported increase in just one
year if the data is accurate).

e All but one county in the MHH ESWL project service area shows growth in ESWL
use rates from 2012 to 2013.

e In 2011, all but one county in the MHH ESWL project service area showed
significantly higher ESWL use per 1,000 than for Tennessee Statewide.

e In 2012, all but one county in the MHH ESWL, project service area showed
significantly higher ESWL use per 1, 000 than for Tennessee Statewide.

e In 2013, only one county in the MHH ESWL project service area showed
significantly higher ESWL use per 1,000 than for Tennessee Statewide. However, if
the calculated 2013 Tennessee Statewide ESWL use rate were more similar to 2011
and 2012 rates, every county in the MHH ESWL project service area would exceed
the Tennessee Statewide use rate.

In addition to the fact that a majority of the MHH ESWL project service area has
demonstrated a higher ESWL use rate than Tennessee Statewide for much of the past three
years, the applicant believes that other key facts and utilization assumptions outlined
throughout the original CON application indicate that the project is needed — and that
projections are both reasonable and conservative.

g. Access, Item b - the applicant states that MHH medical staff witnessed
approximately 300 encounters related to kidney stones in the ED and office settings
in recent years, with up to 50% that could be candidates for lithotripsy procedures.
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HSDA records reflect that few residents of the PSA/SSA used Lakeway Regional’s

mobile ESWL service in recent years - only 48 patients were treated at Lakeway
compared to 540 residents that used Knox County providers in 2012 and 2013. As
such, it appears that the need for ESWL services has historically been met by Knox
County providers in spite of the availability of the service at Lakeway. Other than
eliminating drive times, it is unclear what MHH plans to do to meet area need for the

service. Please explain.

Most kidney stone patients who seek ESWL services originate in a hospital’s emergency
department. Until Dr. Serbin arrived in Morristown in early 2014 to establish his urology
practice, a majority of ESWL patients from the MHH Emergency Department went to
other hospitals in East Tennessee with established programs and accessible physicians who

perform ESWL procedures.

Now that MHH Emergency Department physicians, staff, and patients have access to a
local urology physician on the MHH Medical Staff who utilizes ESWL procedures to treat
kidney stone patients, many service area patients who seek care at MHH (or with Covenant
Health’s aligned physicians) will likely choose to receive the needed procedure closer to
home with their physician and/or hospital of choice if the needed ESWL service is
approved. Approval of the proposed ESWL service will enhance the array of clinical tools
available for the MHH Medical Staff on site — and enable a significant number of kidney
stone patients who seek care from Covenant Health to have the procedure performed at
MHH. This project seeks to utilize an existing medical resource in the service area in a
manner that is orderly, efficient, and collaborative — and that enhances patient access,
choice, and convenience.

10. Section C, Need, Items 3 and 4 (Service Area)

Item 3 - the service area is noted. Please also comment on the rationale for excluding
Hawkins County from the applicant’s proposed ESWL secondary service area instead of
Claiborne County.

MHH does not expect to receive many ESWL patients from Hawkins County during the
first few years of the proposed project. While it is possible that a few patients from
Hawkins County might seek care at the MHH Emergency Department for kidney stones
during the first few years of the project, the applicant expects that most of those patients
will continue to seek care to the northeast of the prolect service area since most ESWL
patients from Hawkins County have received care in the Tri-Cities area of Tennessee
historically (i.e. hospitals with ESWL services in Sullivan County, etc.). If any patients
from Hawkins County were to seek ESWL care from MHH, they are included in the
“Other TN Counties” line (3% of total MHH ESWL cases; part of Tertiary Service Area)
of the utilization assumptions outlined on page 36 of the original CON application.
Additionally, many patient-directed and physician-directed referrals from the populated
areas of Hawkins County have moved northeast historically for tertiary care.
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While Claiborne County may not be part of the MHH Primary Service Area (PSA) for
many services, it is reasonable to include Claiborne County as part of the Secondary
Service Area (SSA) for the proposed MHH ESWL project as outlined in the utilization
assumptions on page 36 of the original CON application. To summarize, Claiborne County
was included in the proposed MHH ESWL project service area for a few key reasons:
e Claiborne County Medical Center is the only hospital in Claiborne County and they
do not provide ESWL services
e Based upon recent experience by healthcare providers in Claiborne County, the
Claiborne Medical Center (CMC) leadership team has confirmed that it anticipates
sending at least one or two patients each month to MHH if the ESWL service is
approved so patient access within the service area can be expanded
e MHH is easily accessible to many Claiborne County residents via State Highway 25
E, as well as via other accessible travel routes
o Both MHH and CMC are clinically aligned affiliates of Covenant Health — and the
medical staffs of both hospitals are collaborating across multiple service lines
increasingly to improve patient care, satisfaction, and access
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Item 4 - Please condense information provided in the response by completing the
following table using data from the Department of Health website, Certificate of Need
enrollee data from the. Bureau of TennCare, and demographic information from the US

Census Bureau:

Cocke Claiborne | Grainger Grundy Hamblen | Jefferson | Service | Tennessee
Area Total

Current Year 2014, 6,669 5,880 4,204 N/A 11,269 9,972 37,994 981,984
Age 65+
Projectéd Year 6,871 6,378 4,557 N/A 12,067 11,291 41,164 1,102,413
2018, Age 65+
Age 65+, % Change 3.0% 8.5% 8.4% N/A 7.1% 13.2% 8.3% 12.3%
Age 65+, % Total 18.1% 18.0% 18.2% N/A 17.6% 18.6% 18.1% 14.9%
2014 Total 36,762 32,604 23,111 N/A 64,108 53,729 210,314 | 6,588,698
Population
2018, Total 38,615 33,280 23,675 N/A 65,570 56,872 218,012 | 6,833,509
Population
Total Pop. % 5.0% 2.1% 2.4% N/A 2.3% 5.8% 3.7% 3.7%
Change
TennCare Enrollees 10,184 8,121 5,118 N/A 13,519 10,568 47,510 1,241,028
TennCare Enrollees 27.7% 24.9% 22.1% N/A 21.1% 19.7% 22.6% 18.8%
asa % of Total
Population
Median Age 42,9 41.1 42.1 N/A 39.6 40.8 41.0 38.0
Median Household |- $29,764 $33,568 $33,185 N/A $39,316 | $38,800 | $35,950 $44,140
Income '
Population % Below 26.00% 23.00% 20.20% N/A 18.60% | 19.20% | 20.90% 17.30%

Poverty Level
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The information provided for Lakeway Hospital, the only ESWL provider in the service
area, is noted. However, as noted by the data regarding the high outmigration to Knox
County, please also include utilization for the Knox County providers that you identified
in Attachment C.1.a.3 for the most recent 3 year period. A suggested template is provided

in the table below.

ESWL Providers; Travel Distances/Times; and Total ESWL Procedures
Knox County ESWL Distance from 2011 2012 2013
Provider MHH* procedures | procedures procedures
Fort Sanders Regional 49.9 miles 182 145 165
(55-60 minutes)
North Knoxville 56.0 miles 201 280 351
(60-65 minutes)
Parkwest 59.8 miles 511 441 443
(63-68 minutes)
Physicians Regional 48.7 miles 103 99 72
(53-58 minutes)
Turkey Creek 62.6 miles 0 0 65
(67-72 minutes)
UT Medical Center - 52.2 miles 539 525 499
(55-60 minutes)

*note: please show in miles & estimated driving time

12. Section C, Need, Item 6

The projected utilization with breakout by county of patient origin is noted. Given the
projected Medicare/TennCare payor mix on page 45, please expand to show all payor
sources that account for the applicant’s projected gross operating revenue in Year 1 of the

project.
Medicare 57%
Managed Care 21 %
TennCare 15 %
Self Pay 7%
13. Section C, Economic Feasibility, Item 1 (Project Cost Chart)

The chart is noted. Given the acquisition of the ESWL equipment by lease arrangement,
the estimated cost should be noted in Section B, line 4 of the chart. Please submit a
replacement page with a revised Project Cost Chart.

SRS

SeeSupplemental Attachment:’ Question13
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14. Section C, Economic Feasibility, Item 4 (Historical and Projected Data Charts)

General - the HSDA is now using a more detailed chart showing a breakout of other
expenses. Please revise the charts & submit as replacement pages using the template
provided in Exhibit 2 at the end of this questionnaire.

Exhibit 2:
HISTORICAL DATA CHART-OTHER EXPENSES
OTHER EXPENSES CATEGORIES Year 2011 Year 2012 Year 2013
1. Benefits 6,122,737 6,467,888 5,081,545
2. Management Fees 2,450,000 3,876,179 4,154,126
3. Maintenance 2,612,335 2,317,557 2,048,630
4. Energy, Water & Telephone 1,629,794 1,696,544 1,547,585
5. Professional Services & Insurance 7,653,297 7,388,130 6,542,444
6. Equipment Leases 1,000,078 639,540 809,624
7. Other Expense 1,015,515 1,055,631 3,000,089*
Total Other Expenses $22,483,756  $23,441,469 523,184,043

* HiTech/Meaningful use revenue of $1,009,000 included

PROJECTED DATA CHART-OTHER EXPENSES

OTHER EXPENSES CATEGORIES Year 1 Year 2
1. Radiology, Lab and Anesthesia _ $ 6,604 $ 9,906
2. PACU & OR 57,200 85,800
3. Equipment Lease 70,200 105,300
4.

5.

6.

7.

Total Other Expenses $134,004 $201,006
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Historical Data Chart - the entry for charity and bad debt for the 2013 period is
$24,687,072. Review of the 2013 JAR revealed approximately $3.1 million in charity
and $12.1 million in bad debt for a combined total of $15.2 million. What accounts for
the difference of approximately $9.5 million between the chart and the schedule in the
JAR? Please clarify.

Instructions for the Hospital JAR specify that only actual charity and bad debt be
reported. However, the MHH Operating Statements used to complete the Historical
Data Chart for the original CON application include an estimated reserve on
uncollected revenue, a common finantial accounting practice consistent with GAAP.

Projected Data Chart — Using the applicant’s staffing pattern and planned wages for
the proposed mobile service provided on page 49 (2 FTEs to support the project), it
appears that the estimated cost for base salaries is approximately $79,540 in Year 1 :
compared to the $8,164 noted for Line D.1 'of the chart. If the higher amount applies, the
projected net income in the chart is overstated for both Year 1 and Year 2. Please clarify.

To clarify, the Staffing Pattern and Wage Comparison chart on page 49 of the
original CON applications shows that each of the employee types involved with the
proposed ESWL project will be “less than .05 FTE” (i.e. less than 5% of a Full-Time
Equivalent Employee, which is typically 2080 standard hours annually).

Line D.1 of the Projected Data Chart is correct on page 42 of the original CON
application:

Staff Salaries and Wages for Year 1 = $ 8,164

Staff Salaries and Wages for Year 2= $ 12,246
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15. Section C, Economic Feasibility, Items 6A and 6 B

Item 6A — the average gross charge is noted. Please also identify the charge or fee
schedule by proeedure classification that the applicant intends to use for the proposed

service.

The Service Item Charge Code (procedure classification) is 650011005 for the
ESWL procedures to be performed at MHH. The related charge/fee schedule for
these procedures is $9,725. This charge is appropriate for all proposed.procedures
to be performed at MHH if the project is approved.

Item 6B- the comparison to other provider gross charges and to Medicare allowable
charges is noted. Please also include a comparison to the HSDA 17, median and 3"
quartile charges available on the HSDA website.

Provided immediately below is the HSDA 1% Quartile, Median, and 3" Quartile Charges
for ESWL services available on the HSDA website:

Equipment Type | 1* Quartile Median 3" Quartile
Lithotripter $9,029.86 | $12,783.82 | $17,953.48
Source: HSDA Medical Equipment Registry, 09/05/2014

In comparison, the “average gross charge” per lithotripsy procedure when the new MHH
mobile service begins is estimated to be $14,988 — with average deduction from operating
revenue estimated at $11,160 and average “net charge” (or net revenue) estimated at
$3,828. These estimates for the proposed project are consistent with the current charges of
Covenant Health for its existing mobile lithotripsy services prior to the filing of this CON
application.

Currently, the Medicare allowable fees for lithotripsy procedures at community hospitals
like MHH are $ 2,483.55 - § 8,333.55:

¢ Inpatient - $2,483.55
e Outpatient - without complications $5,875.84
e Outpatient - with complications $8,222.55

Additionally, the proposed charges for the MHH project seem reasonable considering data
available about lithotripsy procedures at other approved ESWL sites in Tennessee.

J HSDA Approved Lithotripsy Service Estimated Average Gross Charge
Lakeway Hospital (2013) $ 32,456
University Medical Center (2013) $ 31,585
Indian Path Medical Center (2013) $ 18,186
Physicians Regional Medical Center (2013) $17,842

Source: Tennessee HSDA Equipment Registry (August 2014)
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16. Section C, Economic Feasibility, Item 9

The projected Medicare and TennCare payor mix based on gross operating revenues for
the 1% year of operation is noted. Based on review of the payor mix of Lakeway Regional
noted from HSDA records in Attachment C.1.a.3, the applicant’s mix varies significantly
for Medicare and TennCare as reflected in the table below.

Payor 2011 2012 2013
Medicare 17% 17% 33%
TennCare 17% 23% 34%

Given the proximity to Lakeway, what accounts for the difference in the applicant’s
projected government payor mix?

Anticipated payer mix for the MHH ESWL project is consistent with the historical
payer mix experienced by MHH for hospital services — and is consistent with the
experience of other Covenant Health affiliates who provide ESWL services.

Apparent variation is likely due to the nature of small sample sizes since the limited
payer mix percentages for Lakeway in the chart above are for Lakeway’s ESWL
services only — which represents a relatively small number of cases considering that
only 6 procedures were performed in 2013; only 42 procedures were performed in
2012; and only 18 procedures were performed in 2011.
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17. Section C, Orderly Development, Item 3

_ Asnoted in question 13 pertaining to the Projected Data Chart, the table appears to
indicate the amount of time and estimated cost for 4 position classifications (2 full time
equivalents) that will be dedicated to the proposed mobile ESWL service. The estimated
base salary and wages for same is approximately $79,540 in Year 1 which differs from
the cost in the Projected Data Chart on page 42. Please clarify. If in error, please revise
the table for this response to correspond with the salary costs in the Projected Data Chart
for the proposed service.

To clarify, the Staffing Pattern and Wage Comparison chart on page 49 of the
original CON applications shows that each of the employee types involved with the
proposed ESWL project will be “less than .05 FTE” (i.e. less than 5% of a Full-Time
Equivalent Employee, which is typically 2080 standard hours annually).

Line D.1 of the Projected Data Chart is correct on page 42 of the original CON
application:

Staff Salaries and Wages for Year 1 =§ 8,164

Staff Salaries and Wages for Year 2 = § 12,246

18. Section C, Orderly Development, Item 7.b.

Based on the information provided, was the applicant awarded both Joint Commission
ambulatory health care accreditation and Joint Commission hospital accreditation
effective November 3, 20117 Please clarify.

Yes. MHH has been awarded both The Joint Commission ambulatory. health care
accreditation and The Joint Commission hospital accreditation.

The proposed ESWL service will be a hospital-based service accessible to the
inpatients, outpatients, and emergency department patients served by MHH.

Additional documentation regarding the most recent MHH ambulatory health care
accreditation by The Joint Commission is provided as a supplemental attachment.

lfmeﬂL i
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From: Alecia L. Craighead <Alecia.L.Craighead@tn.gov>
Sent: Monday, October 20, 2014 5:04 PM
To: Richardson, Mike D
Subject: Medical Equipment Status

Mr. Richardson,

At this time, all medical equipment reports for Covenant Health facilities have been submitted and completed for the
2014 annual update.

Thank you.

Alecia L. Craighead

Statistical Analyst

Health Services and Development Agency
Andrew Jackson Building, 9" Floor

502 Deaderick Street

Nashville, TN 37243

Office: 615.253.2782

Fax: 615.741.9884
alecia.l.craighead@tn.gov
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State of Tennessee
Health Services and Development Agency
Andrew Jackson Building, 8 Floor
502 Deaderick Street _
Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364 Fax: 615-741-9884

ANNUAL PROGRESS REPORT
ANNUAL REVIEW FOLLOWING CERTIFICATION

Project Name: _Morristown-Hamblen Hospital PET/CT _  Certificate of Need #: _ CN1009-040
Legal Owner: _ Covenant Health Approval Date: December 15, 2010

Project Description:
Background: HSDA approved the MHH application to replace and upgrade its PET/CT service to fixed PET/CT umt on December

15, 2010. Unforeseen project delays occurred due to the space initially designated for the equipment was not suitable to hold the
significant weight of the new equipment. As a result, an alternate site was chosen for PET/CT location and in NovemBer 2013,
HSDA granted a 6-month extension for our project. Finally, a second 6-month extension was requested by MHH and granled by
HSDA in May 2014,
Project Status: 1) Equipment was purchased from Siemens on October 4, 2013, The scheduled delivery date of the eq(upment is
October 29, 2014. Upon equipment arrival, Siemens engineering staff will be on site to begin the two-week mstallathn process at
that time. 2) PET/CT space demolition is 100% complete. 3) PET/CT space construction renovation is currently at about 30%
completion. 4) Staff has been hired for the PET/CT service line. 5) Staff Training is scheduled and will coincide with the
equipment installation beginning on October 29, 2014,
****PLEASE SUBMIT EVIDENCE TO SUPPORT EACH ANSWER**** i
In a brief narrative, please describe the current stage of completion for the project (use another sheet of paper

if necessary). Please note that this report will not be considered complete without this information.
A. CONSTRUCTION PROJECTS

1. Anticipated date of project completion. October 27, 2014

Provide written confirmation from the contractor documenting the stage of construction at the current time.

If proposed construction costs have increased over ten (10%) percent please provide informailon as an
attachment to this form. Please note that such an overrun could require additional action before the
Agency. :

B. NON-CONSTRUCTION PROJECTS

1. Anticipated date of service implementation, acquisition or operation of the facility or equment as certif' ed.
November 10, 2014 :

2. Provide written confirmation from the institutional representative verifying the occupancy/opemng date for
the service, equipment, or facility.

o D S nlea s

Signature of AuthorizedAgent or Chief Operating Officer Date

HSDA 0054 (Revised 1/07 — All forms prior {o this date are obsolete)



SUPPLEMENTAL #1

L.6f October 24, 2014
2:57 pm
Dixon, Brandon
From: Dixon, Brandon
Sent: Wednesday, May 21, 2014 5:00 PM
To: '‘Mark.Ausbrooks@tn.gov'
Cc: Richardson, Mike D
Subject: FW: Roane Medical Center CN1101-001A
Attachments: Final Progress Report.pdf; Annual Progress Report 5-31-13.pdf

Mr. Ausbrooks,"
Attached you will find the requested Final Project Report for Covenant Health's Roane Medical Center project.

The original copy was mailed today and you can probably expect it by Monday 5/26.

For reference, | have also included the Annual Progress Report that was previously requested and sent in on 5-31-13.

Let me know if you have any questions. Thank you,

BRANDON DIXON

Covenant Health Froperties
(865) 531-5279 - Office

From: Richardson, Mike D

Sent: Wednesday, May 21, 2014 4:51 PM

To: Dixon, Brandon

Subject: FW: Roane Medical Center CN1101-001A

Contact information for Mark Ausbrooks at HSDA office

From: Mark Ausbrooks [mailto:Mark.Ausbrooks@tn.gov]
Sent: Tuesday, May 06, 2014 11:17 AM

To: Richardson, Mike D

Subject: Roane Medical Center CN1101-001A

This project’s Annual Progress Report is due on May 31, 2014. Please complete the attached form and

submit to my attention by the due date.
Pursuant to Public Acts 2002, Chapter No. 780, § 16-11-1609(d): The Health Services and Development Agency
Rules require that an Annual Progress Report be submitted each year until the completion/implementation of the
project at which time the Final Project Report is due within 90 days of completion/implementation.

Your attention to this request is appreciated.

Mark Ausbrooks

Administrative Assistant

Health Services & Development Agency
(615)-253-1455 (direct line)

(615) 741-2364 (front office)

(615) 741-9884 (fax)
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State of Tennessee pm
Health Services and Development Agency
Andrew Jackson Building, 9™ Floor
502 Deaderlck Street

Nashville, TN 37243
www.tn.qovihsda  Phone: 615-741-2364 Fax; 615-741-9884

FINAL PROJECT REPORT

Please TYPE or PRINT legibly. Certificate of Need No. _CN1101-001A

Project Name: _ ROANE MEDICAL CENTER "
Owner:___COVENANT HEALTH Contact,_GAYE JOLLY, CAO

Description:__ REPLACEMENT HOSPITAL FOR ROANE COUNTY, TENNESSEE.

Total Bed Complement Before Addition 105
Yofal Bed Complement 54
What was the Final Completion Date (opened for public use)? February 15, 2013
Was the project completed as certified? XIYES (no
{If not, descr[be ony changes, delehons. cnd/or czddnions on add honal sheels,)
nE L LTELE Tl R A Ongincll LE
COST FACTO RS S Cost Pro]eclion : Pro}ecf Cost
A.  Construction and equipment acquired by purchase:
1. Architectural and Bngineering Fees 3,160,645 2,964,540
2, %geggl, Administrative (Excluding CON Filing Fee), Consultant 85,000 131.453
3 Acquisition of Site 2,208,920 4,316,330
4, Preparation of Site 7.500.000 5,654,839
5, Construction Costs 36,425,000 35,710,086
6. Contingency Fund 3,402,301 0
7. Fixed Equipment (Not included in Construction Contract) 5,675,000 8,935,167
8. Moveable Equipment (List all cquipment over $50,000) 4,377,108 1,404,740
9, Other (Specify) IT, SIGNAGE, GRAPHICS, PERMITS, TESTING, CONSULT FEES, ETC. 9,221,026 8.225.945
Subtotal 71,955,000 67,343,100
B.  Acquisition by gift, donation, or lease:
1. Facility (inolusive of building and land) 0 0
2, Building only 0 0
3. Land only 0 0
4, Bquipment (Specify) 0 0
S, Other (Specify) 0 0
Subtotal 0 0
C.  Financing Costs and Fees:
1. Interim Financing 0 0
2., Underwriting Costs 0 0
3, Reserve for One Yeai’s Debt Service 0 0
4 Other (Specify) 0 0
Subtotal 4] 0
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D. Estimated Project Cost (A+B+C) 71,955,000 67,343,100
E. CON Filing Fee 45,000 45,000
F. Total Estimated Project Cost (D&E) 72,000,000 67.388.100
FINAL COSTt § 67,343,100 FINAL FILING FEE# § 45,000

If the final project cost is an overrun of the estimaled project cost, describe in detail all increases in final costs from
those originally projected. '

The Final filing Fee fo be assessed on any cost overrun is to be computed at the rate cument af the time the
project was certifled. Below Is the outline of the rates from January 1994 through the present. ;

y 30, 199 $2.25/$1,000 $2,25/$1,000

through Present Tota! filing fee (Inllial plus final) not
to exceed $45,000.

| hereby certify that this information is true to the best of my knowledge, information, and belief, and that
supplemental written notification will be filed with the Tennessee Health Services and Development
Agenoy in the event of any change in the information given in this report.

Moy Dl — o

Oﬁiefe@’beroiir‘fé Officer Date

HF-0055

Revisad 1/05 - All forms prior to this date are obsolete.
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Melissa Bobbitt, ASA 3

Health Services & Development Agency
Frost Building, 3" Floor

161 Rosa L, Parks Blvd.

Nashville, TN 37243

Dear Ms. Bobbitt,

Please find attached the Annual Progress Report for the Roane Medical Ceriter replacement
hospital. Also attached i is & schedule confirmation letter from Rentenbach Constructorsas well

as a project photograph.
We.did move into and oceupy our facilty on February 17; 2013, as scheduled.

| can be reached at (865) 316-2001 should you need additional information.

iz%jww/ ol —

Gay¢G; Jolly
President/Chief Administrative Officer

CC: Danny Edsell
Mike Richardson
Brandon Dixon

A Moambar of

Covenant

Th
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STATE OF TENNESSEE
HEALTH SERVICES AND DEVELOPMENT AGENCY
Frost Building, 3" Floor
161 Rosa L. Parks Blvd.
Nashyille, TN 37243
615/741-2364

ANNUAL PROGRESS REPORT
ANNUAL REVIEW FOLLOWING CERTIFICATION

Project Name: ___Roane Medical Center Certlficate of Need #: ___CN1101-001A

Legal Owier: _ Covenant Health Approval Date: __4-27-2011
Expiration Date:- 4-27-2015

Project Description;

The Attachment A

#+p| EASE SUBMIT EVIDENCE TO SUPPORT EACH ANSWER****
In a brief natrative; please describe the current stage of completion for the project (use another sheet of paper
if necessary). Please note that this report will nof be considered complete without this Information.

A. CONSTRUCTION PROJECTS

Antlcipated daté of project:completion. _ 12-31:2012 :
Provide written conflrmation from the confractor dosumenting the stage of construction at the cirrent time:
3. If proposed construction costs have increased over ten (10%) percent please provide information as an
attachment to. this. form. Please note that such ar overrun could require -additional action before the
Agency. - NfA '
B. NON-CONSTRUCTION PROJECTS

1, Articipated datg.of senvice implemeritation, acquisition or operation of the facility or equipment as certified.
2-17-2013
2. Provide written confirmation from the: institutional representative verifying the occupancylopening date for
the service, equipment, or facility.

Véa/ W&‘ 6:/3{ !

Signature of Adthgfized A@ent or Chief Operating Officer Date

HSDA-0054 (Revised 11/18/2010 ~ All forms prior to this date are obsolete)
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May 8; 2013

Mr. Danny Edsell

Vice Presiderit

Covenant Health Properties

280 Fort Sanders West Blvd Ste 214.
Knoxville, TN 37922-3363

Dear Mr. Edssll

This letter Is to confitn the above referenced project is complete. The State Department of
Helth Flfial Life Safety Inspection and Licensiig Strvey has baer, perfofmed b Decamoer Aih.-
7th, 2012, n

If you have any questions, don't hesitats to contact this office.

Vetytiuly yors,

RENTENBACH CONSTRUCTORS ING:

/% ,, .

Fletcfier Hollard
Project Manager-

Ecc:  Ms. Gaye Jolly

2400.Suthérland:Ave. (37919-2354), P.O, Box 11087, Knoxville, Tennessee 37939:1087 (B65) 546-2440 FAX (865) 546-3414
. KNOXVILLE . GREENSBORO . DALLAS/FT. WORTH . CHATTANOQGA
www.rentenbach.com
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Health Care Facilities 2:57 pm
Licensed Facilities
For more information, please contact:
Health Care Facilities: (615)741-7221 or 1-888-310-4650
Current Listings:
Type = Hospital County = HAMBLEN

Click here to return to the search page
Total Facilties:2 Total Beds:302
Facility License

1.

LAKEWAY REGIONAL
HOSPITAL

726 MCFARLAND STREET
MORRISTOWN, TN 37814
Attn: BRYAN CLYDE WOOD
(423) 522-6004 ‘

2.
MORRISTOWN-HAMBLEN
HEALTHCARE SYSTEM
908 WEST FOURTH NORTH
STREET

MORRISTOWN, TN 37816-117

Attn: GORDON E. LINTZ
(423) 492-9000

Administrator: BRYAN CLYDE
WOOD
Owner Information:

HOSPITAL OF MORRISTOWN,

INC.

726 MCFARLAND ST.
MORRISTOWN, TN 37814
(423) 522-6004

Administrator: GORDON E.
LINTZ

Owner Information:
MORRISTOWN-HAMBLEN
HOSPITAL ASSOC.

908 W. FOURTH NORTH ST.
MORRISTOWN, TN 37814
(423) 586-4231

http://health.state.tn.us/HCF/Facilities Listings/CurrentResults.asp

Number: 00000072
Status: Licensed
Number of Beds: 0135
Date of Last

Survey: 10/11/2007
Accreditation

Expires: 01/23/2017
Date of Original
Licensure: 07/01/1992
Date of Expiration: 06/18/2015
Facility License
Number: 00000073
Status: Licensed
Number of Beds: 0167
Date of Last

Survey: 01/07/2009
Accreditation

Expires: 11/04/2014
Date of Original
Licensure: 07/01/1992
Date of Expiration: 04/24/2015

10/22/2014
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Attachment:: “Quest

State Health Plan Principles

1. The purpose of the State Health Plan is to improve the health of Tennesseans.

a. How will this proposal protect, promote, and improve the health of
Tennesseans over time?

The project proposes use of an existing vendor-owned mobile lithotripsy system operating within
the region that has significant open capacity available to support this needed project. The proposed
project will help MHH and its growing medical staff better serve many patients who present with
the painful diagnosis of kidney stones.

The project represents an efficient, orderly, and effective way to relieve significant time and travel
burdens for a significant and growing number of patients who seek care, and relief from acute pain,
related to kidney stones. The proposed project provides an important clinical tool needed by the
hospital’s growing medical staff and improves local access for community physicians and their
patients. The project will i lmprove the health of Tennesseans over time through high quality care,
patient satisfaction, and the alleviation of acute pain and suffering.

b.  What health outcomes will be impacted and how will the applicant measure
improvement in health outcomes?

ESWL procedures provide a safe, effective, and less-invasive clinical alternative to surgical
procedures for many patients with kidney stones — resulting in high levels of patient care, quality,
and satisfaction, that are measured and publicly reported by MHH and other hospitals.

ESWL procedures typically yield very positive clinical outcomes. The proposed project will
improve access to lithotripsy services for patients and physicians within the project service area,
reduce unnecessary patient burdens (i.e. time, suffering, and travel expense) related to lithotripsy
case outmigration, and help MHH better coordinate needed patient care seivices locally in an
optimal and orderly manner. The project will improve lithotripsy accessibility, use, and benefit
within the region by initiating lithotripsy services at the well-known MHH campus. Like other
clinical services at MHH, the ESWL services will be subject to the ongoing quality and service
performance and training programs developed for physicians, leaders, and staff of the MHH
Surgery Department and Emergency Department.

c. How does the applicant intend to act upon available data to measure its
contribution to improving health outcomes?

The proposed MHH lithotripsy service will be operated as part of the hospital’s surgical
department — and will be linked closely to operations of both physician practices in the service area
and the hospital’s emergency department. The ESWL service will be integrally linked to all
hospital inpatient and outpatient quality, safety, service, and efficiency performance metrics — so
will be monitored and managed for performance improvement over time to improve patient care
and community health outcomes.
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MHH will continue to support the State of Tennessee’s goals and principles for “achieving
better health” through ongoing accountability, public data reporting, peer review, outcomes
monitoring, and other patient care quality assurances so that it’s patients will “have confidence
that the quality of health care is continually monitored and standards are adhered to...” in a
manner consistent to the State Health Plan.

2.  Every citizen should have reasonable access to health care.

a. How will this proposal improve access to health care? You may want to
consider geographic, insurance, use of technology, and disparity issues
(including income disparity), among others.

The primary goal of the proposed project is to improve access to ESWL services for both patients
and physicians in the project service area by initiating the mobile service at MHH in an orderly and
efficient manner. Consistent with the community-oriented mission of MHH, the hospital seeks to
strengthen its historical commitment and recognized value as a leading provider of high quality
patient care for the people who reside within region. The proposed project promotes this
important planning goal by assuring continued and improved access to this needed clinical
technology for all patients in the region. The proposed ESWL service will allow MHH to reduce
patient burdens while improving operational efficiencies, patient and physician satisfaction, and
overall continuum of care coordination.

The proposed mobile lithotripsy project will enhance convenience, access, and technology for
patients living and working within the project service area that is marked by a growing and aging
population — and relatively high levels of TennCare enrollment and poverty. According to the
Tennessee Department of Health Website, each county of the proposed MHH ESWL project service
area is considered a “Medically Underserved Areas” (MUA) — and therefore may warrant special
consideration considering the significant outmigration to other areas of the state for this service.

The initiation of mobile lithotripsy services at MHH reflects an economically feasible approach to
expanding access to needed services for the community. The lithotripsy services of MHH will be
open and accessible to all patients and any referring physician in the region. Like all MHH
services, this project will be accessible to all patients in the region since MHH is a contracted
provider with all area TennCare MCOs and has a long history of serving patients regardless of
race, ethnicity, gender, age, or income level. The project addresses evolving community needs and
the expressed opinions of providers who serve patients from the region.

b.  How will this proposal improve information provided to patients and referring
physicians?

Approval of the proposed ESWL service will enhance the array of clinical tools available for the
MHH Medical Staff on the hospital campus — and will allow a significant number of MHH kidney
stone patients to have the procedure performed sooner and closer to home. This project seeks to
utilize an existing medical resource in the service area in a manner that is orderly, efficient, and
collaborative — and that enhances patient access, choice, and convenience. Such improved access
will provide a platform for ongoing patient and community education regarding care options — and
will allow MHH to educate its referring physicians about improved access to the service at MHH
through focused sharing of information.
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Clinical information for most procedures performed at MHH is electronically transmitted to the
East Tennessee Health Information Network (etHIN). etHIN is a regional health information
network that provides electronic access to patient information by authorized participating health
care providers. This health care information network that is used by authorized providers in
Anderson, Blount, Campbell, Claiborne, Cocke, Cumberland, Grainger, Greene, Hamblen,
Jefferson, Knox, Loudon, McMinn, Monroe, Morgan, Roane, Scott, Sevier, and Union to improve
patient outcomes and helps to potentially lower the cost of care.

c. How does the applicant work to improve health literacy among its patient
population, including communications between patients and providers?

MHH has a strong history of promoting health awareness and education across its service area.
For many years, MHH has engaged men, women, and children in the region with key health issues
and wellness promotion.

MHH has also been an active advocate for both health literacy and literacy in general within the
region. For example, MHH was the first hospital in the Tennessee to partner with the Imagination
Library to promote literacy within the community, starting with its youngest patients. Today, every
baby born at MHH will receive its first book from MHH (paid for by MHH) — and then the child is
enrolled in the Imagination Library Program that will provide one book a month to the child
‘throughout their childhood. Today, five other Tennessee hospitals have joined this partnership as

well.

3. The State’s health care resources should be developed to address the needs of
Tennesseans while encouraging competitive markets, economic efficiencies, and
the continued development of the State’s health care system.

a. How will this proposal lower the cost of health care?

This CON application seeks approval to initiate lithotripsy services and operate a vendor-owned
mobile lithotripsy device that currently exists in the service area. The proposed equipment for the
project is a clinically appropriate and proven lithotripsy unit that has open capacity available to
meet the needs of MHH, its medical staff, and its patients for the foreseeable future. Moreover, the
proposed arrangement to make mobile lithotripsy equipment available at MIH allows provider
flexibility, and represents a unique opportunity for orderly and efficient collaboration within the

service area.

Many patients are currently driving over one hour each way to receive lithotripsy services outside
the service area. Increasing access to lithotripsy services in the region is the most practical, cost-
effective, efficient, and orderly way to introduce a new lithotripsy service on site at MMIH. The
project seeks to utilize (i.e. share) medical equipment that already exists within the service area in a
manner supported by the existing vendor, that will not be opposed by the only existing provider of
mobile lithotripsy services within Hamblen County, and that requires no capital outlay by MHH,
it’s parent company, or it’s medical staff. Additionally, ESWL services can provide a cost-effective,
and safe alternative to other care options.

b.  How will this proposal encourage economic efficiencies?
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This project represents a unique opportunity for competing hospitals to share an existing medical
resource that is operational and underutilized in the service area to meet community needs. As
outlined elsewhere in the original CON application and supplemental materials, the commitments
and flexibility of a trusted ESWL vendor have created a platform that will allow a working
arrangement that will encourages economic efficiencies for both hospitals. The proposed ESWL
equipment-sharing arrangement should support the patient care operations and medical staff needs
of both hospitals for the foreseeable future.

c. What information will be made available to the community that will
encourage a competitive market for health care services?

Information about the MHH ESWL service will be communicated to physicians and residents in
the service area as appropriate so key stakeholders will be aware of the improved access to an
important clinical resource in the region. The proposed project will serve any and all patients
needing lithotripsy procedures within the region. Moreover, the project will provide another choice
for patients who need high quality, efficient, and convenience access to ESWL procedures. The
project will especially benefit patients in the service area who otherwise might have to travel to
another provider outside the region for care.

4.  Every citizen should have confidence that the quality of health care is continually
monitored and standards are adhered to by health care providers.

a. How will this proposal help health care providers adhere to professional
standards? ‘

MHH will continue to support the State of Tennessee’s goals and principles for “achieving
better health” through ongoing accountability, public data reporting, peer review, outcomes
monitoring, and other patient care quality assurances so that it’s patients will “have confidence
that the quality of health care is continually monitored and standards are adhered to...” in a
manner consistent to the State Health Plan.

The MHH ESWL service will be offered in a physical environment that conforms to applicable
federal standards, manufacturer’s specifications, and licensing agencies’ requirements. The service
will be provided under the clinical oversight of a board certified urologist. Moreover, qualified
employees of the MHH Surgery Department will manage routine ESWL procedures and any
emergency procedures or related issues in conformity with accepted medical practice and
standards of care. If the CON project is approved, MHH will develop and implement appropriate
Policies and Procedures for ESWL services.

All ESWL procedures will be performed in accordance with appropriate clinical protocols and
initiated under the direction of appropriately certified or licensed medical personnel. MHH and
physician leadership will establish and/or follow appropriate ESWL guidelines in conjunction with
the established lithotripsy operations of other Covenant Health affiliates.

Board certified urologists and/or other appropriately licensed physicians with appropriate training
and certifications will provide overall patient care supervision to ensure that applicable clinical
performance standards are met for all ESWL procedures.
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As outlined elsewhere within this CON application, MHH meets the licensing and accreditation
requirements of the State of Tennessee, The Joint Commission, CMS, and others.

b. How will this proposal encourage continued improvement in the quality of
care provided by the health cate workforce?

All ESWL procedures will be performed in accordance with appropriate clinical protocols and
initiated under the direction of appropriately certified or licensed medical personnel. MHH will
establish and/or follow appropriate ESWL guidelines in conjunction with the established lithotripsy
operations of other Covenant Health affiliates.

Board certified urologists and/or other appropriately licensed physicians with appropriate training
and certifications will provide overall patient care supervision to ensure that applicable clinical
performance standards are met for all ESWL procedures. Additionally, the ESWL equipment
vendor will provide ongoing training for all clinical and support staff involved with the project.

Like other clinical services at MHH, the ESWL services will be subject to the ongoing quality and
service performance and training programs developed for physicians, leaders, and staff of the
MHH Surgery Department and Emergency Department.

5.  The state should support the development, recruitment, and retention of a sufficient
and quality health care workforce.*

a.  How will this proposal provide employment opportunities for the health care
workforce?

MHH and Covenant Health have a proven track record of finding, hiring, and developing excellent
clinical staff across service lines in conjunction with affiliated physicians. This project will provide
another opportunity to develop existing employees — and to create work opportunities for future
employees. :

Covenant Health affiliated entities, including MHH, have a strong history of training many
students in clinical areas that enhance community healthcare within East Tennessee. It is likely
that the proposed project will benefit from and enhance ongoing training efforts and relationships
with training programs in the region. In practical ways, the current and future healthcare
workforce in the region will benefit from the project. '

b.  How will this proposal complement the existing Service Area workforce?

The project will complement the existing service area workforce by providing a platform for
further training and development of clinical and support staff — as well as by providing enhanced
opportunities for employees to learn new skills while working with medical specialists as they serve
patients. Additionally, the ESWL equipment vendor will provide ongoing training for MHH
employees involved with the project.
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Morristown-Hamblen
Hospital Association
Mottistown, TN

T ¥
QUL

‘The Joint Commission,
Which has surveyed this otganization and found it to meet the tequirements for the

Ambulatory Health Care Accreditation Program

November 3, 2011

Accteditation is customatily valid fot up to 36 months,

ﬁ@&/ Lo 2S5 Ocganization ID #: 7881 W %G‘ 22—
David A, Whiston, DD.S. Pelot/Reprint Date: 05/14/12 N Mark Chassia, MD.
Chalvman of the Board President

The Joint Commission is an independent, not-for-profit, national body that ovetsees the safety and quality of health cate and
other services provided in accredited organizations. Information about nccredited organizations may be provided ditectly to
The Joint Commisslon at 1-800-994-6610, Information regatding accredltation and the accreditation petformance of individual
otganizations can be obtained through The Joint Commission's web site at www.jointcommission.org.
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‘This reproduction of the original accreditation cerllficate has been Issued far use in regulatory/payer agency verlflcation of
acereditation by The Jolnt Commlssion. Please consult Quallly Check on The Joint Commlsalon’s websile to confirm the
organization’s current aceraditation status and for a lIsting of the organlzallon's Jocafions of oare.
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&
W The Joint Commission _ &
May 8, 2012
Re: # 7881
CCN: #440030
Program: Hospital
Accreditation Expiration Date: November 04, 2014
Jeremy Biggs
President/CAQ
Morristown-Hamblen Hospital Association
P.O.Box 1178

Morristown, Tennessee 37816-1178

Dear Mr. Biggs:

This letter confirms that your November 01, 2011 - November 03, 2011 unannounced full resurvey was
conducted for the purposes of assessing compliance with the Medicare conditions for hospitals through
The Joint Commission’s deemed status survey process.

Based upon the submission of your evidence of standards compliance on December 21, 2011 and
February 27, 2012 and the successful on-site Accreditation Follow-up event conducted on May 04, 2012,
the areas of deficiency listed below have been removed. The Joint Commission is granting your
organization an accreditation decision of Accredited with an effective date of May 04, 2012. We
congratulate you on your effective resolution of these deficiencies,

§482.23 Condition of Participation: Nursing Services
§482.24 Condition of Participation: Medical Record Services
§482.41 Condition of Participation: Physical Environment
§482.52 Condition of Patticipation: Anesthesia Services

The Joint Commission is also recommending your organization for continued Medicare certification

effective May 04, 2012, Please note that the Centers for Medicare and Medicaid Services (CMS)

_ Regional Office (RO) makes the final determination regarding your Medicare participation and the
effective date of participation in accordance with the regulations at 42 CFR 489.13. Your organization is

encouraged to share a copy of this Medicare recommendation letter with your State Survey Agency.

This recommendation also applies to the following location(s):

Advanced Women's Health Specialists
1633 West Morris Blvd., Suite A, Morristown, TN, 37814

Morristown Hamblen Hospital Association
d/b/a Morristown-Hamblen Healthcare System
908 W. 4th North Street, Morristown, TN, 37814

g fnheteaimrtaniinaarg Headquarters
One Renaissance Boulevird
Quakbrook Terrace, 1L 60181
630 792 5000 Voice
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Morristown Regional Diagnostic Center
901 West Fourth North Street, Morristown, TN, 37814

Partial Hospitalization Program
d/b/a Senior Suppott Program
1111 Watercrest Street, Morristown, TN, 37814

Prompt Family Care
1621 West Moiris Boulevard, Morristown, TN, 37813

Prompt Family Care - Jefferson City
1405 South Sizer Street, Suite A, Jefferson City, TN, 37760

Prompt Family Care - Sur (South)
1050 Freshour Streét, Suite A, Morristown, TN, 37813

Sleep Disorders Center
924 West Fourth North Street, Morristown, TN, 37814

Surgery-Endoscopy Center of Morristown
825 West Fifth North Street, Morristown, TN, 37814

Women's Health Specialists
d/b/a Elite Women's Health Specialists
609 McFariand Street, Morristown, TN, 37813

We direct your attention to some important Joint Commission policies. First, your Medicare report is
publicly accessiblé as required by the Joint Commission’s agreement with the Ceanters for Medicare and
Medicaid Setvices. Second, Joint Commission policy requires that you inform us of any changes in the
name or ownership of your organization, or health care services you provide.

Sincerely,

Ann Scott Blouin, RN, Ph.D.
Executive Vice President )
Accreditation and Certification Operations

cc: CMS/Central Office/Survey & Certification Group/Division of Acute Care Services
CMS/Regional Office 4 /Survey and Certification Staff
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May 8, 2012
Jeremy Biggs Joint Commission ID #: 7881
President/CAO Program: Hospital Accreditation
Morristown-Hamblen Hospital Association Accreditation Activity; Unannounced
908 West Fourth North Street Accreditation Follow-up
Morristown, TN 37814 Accreditation Activity Completed: 05/04/2012
Dear Mr, Biggs:

The Joint Commission would like to thank your organization for participating in the accreditation process. This
process is designed to help your organization continuously provide safe, high-quality care, treatment, and services
by identifying opportunities for improvement in your processes and helping you follow through on and
implement these improvements. We encourage you to use the accreditation process as a continuous standards
compliance and operational improvement tool.

The Joint Commission is granting your organization an accreditation decision of Accredited for all services
surveyed under the applicable manual(s) noted below:

Comprehensive Accreditation Manual for Hospitals

This accreditation cycle is effective beginning November 04, 2011. The Joint Cominission reserves the right to
shorten or lengthen the duration of the cycle; however, the certificate and cycle are customarily valid for up to 36
months. '

Please visit Quality Check® on The Joint Commission web site for updated information related to your
accreditation decision, '
We encourage you to share this accreditation decision with your organization’s appropriate staff, leadership, and

governing body. You may also want to inform the Centers for Medicare and Medicaid Services (CMS), state or
regional regulatory services, and the public you serve of your organization's accreditation decislon.

Please be assured that The Joint Commission will keep the report confidential, except as required by law, To
ensure that The Joint Commission’s information about your organization is always accurate and current, our
policy requires that you inform us of any changes in the name or ownership of your organization or the health
care services you provide.

Sincerely,

fn St flawin (4, PAD

Ann Scott Blouin, RN, Ph.D.
Executive Vice President
Accreditation and Certification Operations
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June 25, 2012

Gordon Lintz Joint Commission TD #:; 7881

President/CAQ Program: Ambulatory Health Care
Morristown-Hamblen Hospital Association Accreditation

908 West Fourth North Street Accreditation Activity: Measure of Success
Morristown, TN 37814 Accreditation Activity Completed: 06/25/2012

Dear Mr. Lintz:

The Joint Commission would like to thank your organization for participating in the accreditation process. This
process is designed to help your organization continuously provide safe, high-quality care, treatment, and services
by identifying opportunities for improvement in your processes and helping you follow through on and
implement these improvements, We encourage you to use the accreditation process as a continuous standards
compliance and operational improvement tool.

The Joint Commission is granting your organization an accreditation decision of Accredited for all services
surveyed under the applicable manual(s) noted below:

This accreditation cycle is effective beginning November 03, 2011. The Joint Commission reserves the right to
shorten or lengthen the duration of the cycle; however, the certificate and cycle are customarily valid for up to 36

months. J
Please visit Quality Check® on The Joint Commission web site for updated information related to your
accreditation decision,

We encourage you to share this accreditation decision with your orgaitization’s appropriate staff, leadership, and

governing body. You may also want to inform the state or regional regulatory services, and the public you serve
of your organization’s accreditation decision,

Please be assured that The Joint Commission will keep the report confidential, except as required by law., To
ensure that The Joint Commission’s information about your organization is always accurate and current, our
policy requires that you inform us of any changes in the name or ownership of your organization or the health
care services you provide.

Sincerely,

Mt (Bl

Mark G, Pelietier, RN, MS
Chief Operating Officer
Division of Accreditation and Certification Operations
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STATE OF TENNESSEE

COUNTY OF f{ JODOX

NAME OF FACILITY: M ORZISTOrIN - /’/AM&EH %Sﬂr?\ﬁz_

I, Mirce RierARDSoR | after first being duly sworn, state under oath that | am the

applicant named in this Certificate of Need application or the lawful agent thereof, that |

ha\_{'e reviewed all of the supplemental information submitted herewith, and that it is true,
acc}urate, and complete.

[ )ZZ\W
M/ d LLJZ.  SPUATEGERANNING

Signature/Title & PEVELOfrmENT

Sworn to and subscribed before me, a Notary Public, this the 25”day of 00\1’32 , 20J_‘L,
witness my hand at office in the County of KHUY. , State of Tennessee.

NOTA:ﬁ]Y PU; BLIC

My commission expires gerenger ll , Lot .

\\“nllllll"’“”
7

HF-0043
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CERTIFICATE OF NEED
REVIEWED BY THE DEPARTMENT OF HEALTH
DIVISION OF POLICY, PLANNING AND ASSESSMENT
615-741-1954

DATE: November 30, 2014

APPLICANT: Morristown-Hamblen Hospital
908 West Fourth North Street
Morristown, Tennessee 37814

CN1410-043

CONTACT PERSON: Mike Richardson, Vice President
Strategic Planning and Development
908 West Fourth North Street
Morristown, Tennessee 37814

COST: $328,900

In accordance with Section 68-11-1608(a) of the Tennessee Health Services and Planning Act of
2002, the Tennessee Department of Health, Division of Policy, Planning, and Assessment, reviewed
this certificate of need application for financial impact, TennCare participation, compliance with
Tennessee’s State Health Plan, and verified certain data. Additional clarification or comment
relative to the application is provided, as applicable, under the heading “Note to Agency Members.”

SUMMARY:

The applicant, Morristown-Hamblen Hospital, located in Morristown, (Hamblen County),
Tennessee, seeks Certificate of Need (CON) approval for the initiation of mobile extra corporeal
shockwave lithotripsy services using a vendor-owned mobile lithotripsy unit for two (2) days per
week on the hospital campus located at 908 West Fourth North Street, Morristown.

Morristown-Hamblen Hospital (MHH) is a 167-bed not-for-profit community hospital. On July 1,
2010, MHH became part of Covenant Health. Covenant Health is a Tennessee non-profit
corporation, qualified under 501(c)(3) of the Internal Revenue Code, with its principal offices in
Knoxville, Tennessee.

Covenant Health has one consolidated Board of Directors that governs operations including
hospitals, behavioral health facilities, cancer treatment centers, various outpatient diagnostic and
treatment centers, and several other healthcare related ventures. Covenant is the sole member of
its non-profit subsidiaries and is the sole shareholder of its for-profit subsidiaries.

The applicant provides a list of hospital facilities currently operated by Covenant Health on page 3
of the application.

This application has been placed on the Consent Calendar. Tenn. Code Ann. § 68-11-1608 Section
(d) states the executive director of Health Services and Development Agency may establish a date
of less than sixty (60) days for reports on applications that are to be considered for a consent or
emergency calendar established in accordance with agency rule. Any such rule shall provide that,
in order to qualify for the consent calendar, an application must not be opposed by any person
with legal standing to oppose and the application must appear to meet the established criteria for
the issuance of a certificate of need. If opposition is stated in writing prior to the application being
formally considered by the agency, it shall be taken off the consent calendar and placed on the
next regular agenda, unless waived by the parties.

DOH/PPA/...CON#1410-043 Morristown-Hamblen Hospita!
Extra-Corporeal Shockwave Lithotripsy



The total estimated project cost is $328,900 and will be funded through operational cash flow.
However, the applicant has access to sufficient cash reserves to complete and support the
proposed project as needed.

GENERAL CRITERIA FOR CERTIFICATE OF NEED

The applicant responded to all of the general criteria for Certificate of Need as set forth in the
document Tennessee’s State Health Plan.

NEED:

The applicant’s primary service area is Hamblen County. The secondary service area includes
Claiborne, Cocke, Grainger, and Jefferson Counties. The population projections for 2014 to 2017
are provided in the following chart. All five counties are medically underserved areas (MUA).

Service Area Total Population Projections for 2014 and 2017

County 2014 2017 %o Increase or
Population Population (Decrease)

Claiborne 32,604 33,110 1.6%
Cocke 36,762 38,143 3.8%
Grainger 23,111 23,513 1.7%
Hamblen 64,108 65,181 1.7%
Jefferson 53,729 56,054 4.3%
Total 210,314 216,001 2.7%

Source: Tennessee Population Projections 2000-2020, 2013 Revision, and 2012 Joint Annual Report of Hospitals, Tennessee Department of
Health, Division of Health Statistics

As an important component of the TennCare provider in the applicant’s designated service area,
MHH serves all patients regardless of race, ethnicity, gender, age, and income level. MHH has a
long history of commitment to of ongoing investments in both clinical talent and medical
technology needed to better serve the needs and wants of the patients and providers in the
service area. This project seeks to expand access to mobile lithotripsy services in the area to
benefit both patients and physicians in the service area.

MHH proposes to provide the lithotripsy service utilizing a mobile extra corporeal shockwave
lithotripsy via a vendor-owned mobile unit two (2) days per week on the hospital campus. The
applicant believes this project will not only improve access to lithotripsy service in the region but
also enable MHH and its growing medical staff better serve the many patients in the area that have
a diagnosis of kidney stones.

The proposed location is well-known, convenient, and accessible and represents an efficient,
orderly, and effective way to relieve the time and travel burdens for a growing number of patients
who need care for the acute paint related to kidney stones. MHH believes this project provides an
important clinical tool and improves local access for community physicians and their patients.

The lithotripsy unit will be operated as part of the hospital’s surgical department and will be closely
linked to operations of both physician practices in the area and the hospital's emergency
department. The applicant provides letters from physicians in Attachment B.I.a.

There is one full-time lithotripsy unit in the service area, located at Lakeway Regional Hospital. In
2011, 2012, and 2013, Lakeway reported utilization to HSDA of 18, 42, and 6 procedures each
year, respectively. Lakeway’s leadership team provided written confirmation that they do not
opposed to this project. The letter from Lakeway Regional Hospital is provided in Attachment
B.1.b.

The applicant projects 52 procedures in year one and 78 procedures in year two of the project. By
year three, the applicant projects 104 procedures.

DOH/PPA/...CON#1410-043 &2 Morristown-Hamblen Hospital
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The Tennessee Department of Health, Division of Policy, Planning and Assessment calculated the
need for lithotripsy procedures for each county in the service area. The total project need is 298
procedures for the service area.

HAMBLEN 65,181 90
COCKE 38,143 53
CLAIBORNE 33,110 46
GRAINGER 23,513 32
JEFFERSON 56,054 77

216,001 298

TENNCARE/MEDICARE ACCESS:
The applicant participates in both the Medicare and TennCare/Medicaid programs. MHH has
TennCare MCO contracts with United Healthcare Community Plan and BlueCare.

TennCare revenues for year one are estimated to be $116,909 or 15% of gross revenues.
Medicare revenues are estimated to be $444,245 or 57% of gross revenues,

ECONOMIC FACTORS/FINANCIAL FEASIBILITY:

The Department of Health, Division of Policy, Planning, and Assessment has reviewed the Project
Costs Chart, the Historical Data Chart, and the Projected Data Chart to determine they are
mathematically accurate and the projections are based on the applicant’s anticipated level of
utilization. The location of these charts may be found in the following specific locations in the
Certificate of Need Application or the Supplemental material:

Project Costs Chart: The Project Costs Chart is located on page 38 of the application.
The total project cost is $328,900.

Historical Data Chart: The Historical Data Chart is located in Supplement I, Additional
information. The applicant reported 15,164, 15,189, and 14,657 admissions in 2011, 2012,
and 2013, respectively. The applicant reported net operating revenues of ($2,977,428),
($1,626,284), and $3,561,297 each year, respectively.

Projected Data Chart: The Projected Data Chart is located in Supplemental 1, Additional
Information. The applicant projects 52 and 78 procedures in years one and two,
respectively. The total net operating revenue in year one is projected to be $50,404 and
$75,607 in year two of the project.

The applicant’s projected average gross charge is $14,988, with an average deduction of $11,160,
resulting in an average net charge of $3,828. The HSDA equipment registry first quartile charge
was charge was $9,029.86, the median charge was $12,783.82, and the 3" quartile charge was
$17,953.48. The applicant’s average gross charge compares charges with recent HSDA lithotripsy
services on page 22 of Supplemental 1.

MHH considered the alternative of doing nothing but determined this option was not acceptable to
the MHH medical staff and community physicians due to the increasing demand for lithotripsy
services at the MHH site and the significant burden of traveling out of the county fort many
patients who need lithotripsy services.

The applicant also considered acquiring a lithotripsy unit but rejected it due to the cost, would
create unneeded, duplicative and competing capacity in the region, and would not utilize existing
resources in a service area with open capacity to address needs through orderly equipment leasing
through a reputable vender.

No construction or renovation is required for this project.

DOH/PPA/...CON+#1410-043 e Morristown-Hamblen Hospital
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CONTRIBUTION TO THE ORDERLY DEVELOPMENT OF HEALTHCARE:
MHH provides all contracts, arrangements, managed care organizations, etc., on page 47 of the
application.

The applicant states this project will have a positive effect because it expands access to a needed
service, enhancing the clinical capabilities of not-for-profit hospital in Hamblen County. The
location of the proposed unit will make scheduling easy and efficient, uses existing staff and
infrastructure, and will be operated as a fully-integrated component of the MHH campus.

The project should not have a negative effect on the service area. The applicant reports it should
improve mobile lithotripsy access in the region by initiating services at a location through utilizing
an existing vender-owned unit that has been underutilized.

The proposed staffing for the project involves existing staff illustrated in the following chart with
the percentage of time devoted to the lithotripsy unit services.

Surgery RN 0.5 FTE
Pre/post RN 0.5 FTE
Surgery tech 0.5 FTE

Office and logistics 0.5 FTE

MHH is licensed by the Tennessee Department of Health, Board for Licensing Healthcare Facilities
and accredited by Joint Commission for ambulatory health care and hospital services.

SPECIFIC CRITERIA FOR CERTIFICATE OF NEED

The applicant responded to all relevant specific criteria for Certificate of Need as set forth in the
document Tennessee’s State Health Plan.

CERTIFICATE OF NEED STANDARDS AND CRITERIA
EXTRA-CORPOREAL SHOCK WAVE LITHOTRIPSY SERVICES

Standards and Criteria

1. Determination of Need: The need for ESWL services is determined by applying the
following formula:

N=(UxP)+0
N = number of ESWL services procedures needed in a Service Area;

U = latest available Tennessee use rate (number of procedures performed per 1,000
population in the state as determined by the Tennessee Department of Health);

P = projection of population (in thousands) in the service area as determined by the
Tennessee Department of Health for Tennessee counties and the United States Census
Bureau for non-Tennessee counties; and

O = the number of out-of-state resident procedures performed within the applicant’s
Service Area in the same time frame used to determine U based upon publically reported
data. The applicant should document the methodology used to count volume in out-of-
state resident procedures and, if different from the definition of “procedure” described in
these standards and criteria, should distinguish out-of-state procedures from in-state
cases.
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The need shall be based upon the Service Area’s current year's population projected three
years forward.

The Tennessee Department of Health, Division of Policy, Planning and Assessment calculated the
need for lithotripsy procedures for each county in the service area. The total project need is 298
procedures for the service area.

HAMBLEN 65,181 90
COCKE 38,143 53
CLAIBORNE 33,110 46
GRAINGER 23,513 32
JEFFERSON 56,054 77

216,001 298

The applicant projects the following:

Year One Year Two Year Three
2015 2016 2017
ESWL Procedures 52 78 104
ESWL Procedures per week 1.0x52wks | 1.5x52wks | 2.0 x52 wks

2. Minimum Volume Standard: Applicants proposing to acquire and operate an ESWL
services unit must project a minimum utilization of at least 250 procedures per year by the
third year of operation, based on full-time use of an ESWL unit. The applicant must also
document and provide data supporting the methodology used to project the patient
utilization. An application to provide ESWL services on a part-time basis shall convert its
projected use to that of a full-time equivalent ESWL unit.

The applicant’s proposed unit is for 2 days equals:

Year One Year Two Year Three
2015 2016 2017
ESWL Procedures 52 78 104
ESWL Procedures per week 1.0x52wks | 1.5 x52 wks 2.0 x 52 wks

If this were a full time unit the applicant provided the following:

Year One Year Two Year Three
2015 2016 2017
ESWL Procedures 182 273 364

3. Current Service Area Utilization: The applicant should document that all existing
providers of ESWL services within the proposed Service Area each performed at least 300
ESWL procedures per year during the most recent 12 month period for which data are
available. The utilization by ESWL units that operate on a part-time basis shall be
converted to that of a full-time equivalent ESWL unit. To characterize existing providers
located within Tennessee, the applicant should use data provided by the Health Services
and Development Agency. To characterize providers located outside of Tennessee, the
applicant should use publicly available data, if available, and describe in its application the
methodology these providers use to count volume.

In addition, the applicant should provide the HSDA with a report of patient destination for
ESWL services based on the most recent 12 months of publicly reported data. This report
should list all facilities that provided ESWL services to residents of the proposed Service
Area and the number of ESWL procedures performed on residents of the Service Area for
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each facility. The Tennessee Department of Health will assist applicants in generating this
report utilizing the HDDS.

Lakeway Hospital is the only provider currently located in the service area.
Lakeway is not providing 300 procedures per year (18, 42, and 6 procedures in
2011, 2012, and 2013).

4. Adverse Impact on Existing Providers: An application for ESWL services should not be
approved if the new program will cause the annual caseload of existing ESWL programs
within the Service Area to drop below an average of 300 procedures. The utilization by
ESWL units that operate on a part-time basis shall be converted to that of a full-time
equivalent ESWL unit. The patient origin study conducted for Standard 2, an analysis of
patient origin data collected for Standard 3, and the referral data documented for Standard
3 should be used to determine whether such an adverse impact on existing providers is
likely to occur.

Lakeway Hospital is the only provider currently located in the service area.
Lakeway is not providing 300 procedures per year (18, 42, and 6 procedures in
2011, 2012, and 2013). There should be no impact on this provider. The
applicant is a sister hospital and of Lakeway and will not oppose.

5. Adequate Staffing and Services: The applicant should document a plan for recruiting
and maintaining a sufficient number of qualified professional and technical staff to provide
the ESWL services and must document the following:

a. The existence of an active radiology service and an established referral urological
practice;

b. The availability within 90 minutes’ drive time of acute inpatient services for patients who
experience complications; and

c. The fact that all individuals using the equipment meet the training and credentialing
requirements of the American College of Surgeons’ Advisory Council for Urology.

The applicant should also document an ongoing educational plan for all staff included in
the ESWL services program.

The applicant complies with these criteria.

6. ESWL Equipment: Only applications that provide for the provision of ESWL services
using equipment that has been approved by the United States Food and Drug
Administration for clinical use shall be approvable.

The applicant complies with this criterfon.

7. Quality Control and Monitoring: The applicant should identify and document its
intention to participate in a data reporting, quality improvement, outcome monitoring, and
peer review system that benchmarks outcomes based on national norms. The system
should provide for peer review among professionals practicing in facilities and programs
other than the applicant.

The applicant complies with this criterion.
8. Data Requirements: Applicants should agree to provide the Department of Health

and/or the HSDA with all reasonably requested information and statistical data related to
the operation and provision of services and to report that data in the time and format
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requested. As a standard of practice, existing data reporting streams will be relied upon
and adapted over time to collect all needed information.

The applicant agrees to comply.

9. Transfer and/or Affiliation Agreements: If an applicant is not a designated Level 1
trauma center, an applicant must document an acceptable plan for the development of
transfer and/or affiliation agreements with hospitals in the service area (this criterion does
not preclude the development of transfer agreements with facilities outside the applicant’s
Service Area).

MHH provides a list of transfer agreements in Attachment C.1.1.1.9.

10. Access: In addition to the factors set forth in HSDA Rule 0720-11-.01 (1) (listing the
factors concerning need on which an application may be evaluated), the HSDA may choose
to give special consideration to an applicant:

a. That is offering the service in a medically underserved area as desighated by the United
States Health Resources and Services Administration;

Not applicable.

b. That documents that the service area population experiences a prevalence and/or
incidence of urinary stones or other clinical conditions applicable to extra-corporeal shock
wave lithotripsy services that is substantially higher than the State of Tennessee average;
or

The applicant’s service area has a higher ESWL use rafte in all but one county than the
State wide use rate. In addition, MHH physicians and its affiliated staff have referred one
to two kidney stone patients a week and sometime 3 to 4 per week.

c. That is a “safety net hospital” as defined by the Bureau of TennCare Essential Access
Hospital payment program.

Not applicable.
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